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REPORTS 


TO 


ABA Meeting 


The 


Division on 


Annual Meeting of the 
Food, Drug and Cosmetic 
law, in the Section of Corporation, 
Banking and Business Law of the Ameri 


Second 


can Bar Association, which met jointly 
with the Canadian Bar Association, was 
held in Washington, D. C 


ber 20 and 21 


, on Septem 


Members and guests pre sented a pro 
yram of significant papers on food, drug, 
and cosmetic law in England, Canada, 
and the United States. The keynote o1 
the meeting—international uniformity 
of that law—was carried through by the 
speakers, among whom were the highest 
food, drug, and cosmetic law officials in 
the aforementioned three countries 

Mr. Charles Wesley Dunn, Chairman 
of the Editorial Advisory Board of the 


About the Authors 


Paul B. Dunbar, 
Food and Drugs, began the program ot 
the Division of Food, Drug and Cosmeti 
recent ABA meeting with 


Commissioner o 


Law at the 


his paper 


concerning the evolution of 
regulatory Food and 
Drug Administration. JOURNAL readers 
will recall Dr. Dunbar’s “Report trom 
the Food Drug Administration,” 
which appeared in the August JOURNAL 
Readers not already acquainted with the 


policies in the 


and 


Reports to the Reader 


THE READER 


Foov Druc CosMretic LAw JOURNAL, was 
reelected Chairman of the Division, and 
Mr James M. Best was reelected Secre 
tary 

Che papers by the Canadian, English, 
and United States food, drug, and cos 
included in this 
The Novembeza 


JOURNAL will 


officials are 
issue of the JOURNAI 
Foop Druc Cosmetic LAw 


} 
metic law 


carry the remainder of the papers, which 
Homo—Species Ad 
Austern, 


“Genus 
ministratus” by H. Thomas 
“Weights of Hygroscopic Products” by 
James M. Best, “The Durham Bill” by 
Walton M. Wheeler, Jr., “Inspection of 
Records Under Section 704, Food, Drug, 
Act” by Eugene M. Elson, 
Liabilitv” by 


include 


and Cosmet 
and “Product 
Mintener 


Bradshaw 


author’s lite 
the August 
Dunbar’s biography im brief form 


and careet may reler to 


issue, which contained Ir 


A distinguished guest from England 
was Charles A. Adams, Director of the 
Food Standards and Labeling Division 
in the Ministry of Food, who discussed 
the status of food and drug law in the 
United Kingdom. 


Mr. Adams received his early educa- 
home Swindon 


tion in his town of 
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(Wiltshire) and proceeded to the Uni- 
versity College of Wales, Aberplwyth 
(Wales) in 1908. In 1911, he obtained 
the Bachelor of Science degree from 
London University with honors in Chemis- 
try. He was subsequently appointed to the 
staff of the Government Laboratory in 
London until 1943, when he was seconded 
for service in his present position. 

The author called to the Bar 
(Honourable Society of the Middle 
Temple) in 1925, was made a Fellow 
of the Royal Institute of Chemistry in 
1929, and has served on the Council 
and is a past Vice-President of the 
Society of Public Analysts. 


was 


In 1948, Mr. Adams was decorated 
by the King as a Commander of the 
Most Excellent Order of the British 
Empire. 

He endeared himself to the publishers 
of this JouRNAL a year ago, when he 
paid a brief visit to the Chicago office 
of CCH, and commented enthusiastically 
that the JouRNAL was exactly what he 
needed to keep in touch with trends and 
developments of the food and drug laws 
in the United States. 


C. A. Morrell, a guest from Canada 
at the ABA meeting, is Director of the 
Food and Drug Divisions in the Depart- 
ment of National Health and Welfare 
in the Dominion. He has worked in 
the Canadian Government Service since 
1930, first as Pharmacologist, then Senior 
Pharmacologist in the Laboratory of 
Hygiene, and, since 1945, in the Food 
and Drug Administration of which he is 
Chief Dominion Analyst, in addition to 
being Director. 

Dr. Morrell was born in Rochester, 
New York, but was raised in Hamilton, 
Ontario. He has B.A. and M.A. degrees 
from the University of Toronto, and a 
Ph.D. degree from Harvard University, 
and has also studied at Yale and the 
University of London, England. 

In 1928 and 1929, he was with the 
West African Yellow Fever Commis- 
sion in Nigeria. 
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William W. Goodrich, Principal At- 
torney for the Food and Drug Divisions, 
Federal Security Agency, presented a 
paper at the ABA meeting with a rathe: 
different viewpoint. He, as a United 
States attorney, made a study of Cana 
food and drug law. His conclu 
sions may be found in “The Canadian 
Approach to Enforcement Problems.” 


dian 


JouRNAL readers undoubtedly recog- 
nize Mr. Goodrich as one of our most 
faithful contributors over a period oi 
several vears. 

As a representative of the Canadian 
3ar Association and as Advisor 
to the Department of National Health 
and Welfare in Canada, R. E. Curran 
was well qualified to compare the Food 
and Drugs Act of Canada with the 
Food, Drug, and Cosmetic 


Legal 


Act of the 
United States at the ABA meeting. 

Mr. Curran received his early educa 
tion at St. Johns College, Winnipeg, 
Manitoba, but graduated with both a 
Jachelor of Arts and a law degree from 
the University of Manitoba, in 1925 and 
1929, respectively. After practicing law 
and specializing in litigation, he joined 
the Royal Canadian Navy in 1942, and, 
in 1944, was appointed Assistant Judge 
Advocate General. He was appointed to 
his present position on his discharge in 
1945. 

In July 1950, Mr. Curran was ap- 
pointed a Kings Counsellor by the Gov- 
ernment of Canada. 


Oscar R. Ewing, the Federal Security 
Administrator, has had a varied back- 
ground of experience both in the legal 
profession and in public service. He re- 
ceived an A.B. degree from Indiana 
University in 1910 and an LL.B. degree 
fromHarvard in 1913. In 1917, he en 
tered the Army and became a captain in 
the Air Service, where he executed all 
contracts from the Army’s then infant 
air force. 

Following his discharge from the Army 
in 1919, Mr. Ewing was associated with 
Charles Evans Hughes and was a mem- 
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ber of the law firm of Hughes, Schur- 
man and Dwight until its dissolution in 
June 1937. He then became a law part- 
ner of former United States Solicitor 
General Charles Evans Hughes, Jr., in 
the New York firm of Hughes, Hubbard 
and Ewing. In 1931, he participated in 
the Conference to Limit the Manufac- 
ture of Narcotics, held in Geneva, Switzer- 
land, as a means of suppressing global 
illegal traffic in drugs. 

In May 1942, Mr. Ewing was ap- 
pointed Special Assistant to the United 
States Attorney General to prosecute 
Silver Shirt leader, William Dudley 
Pelley, for sedition; and was appointed 
Special Assistant again in March 1947, 
to prosecute the separate trials for treason 
of Douglas Chandler and Robert Best 
in Boston. He was appointed to head 
the Federal Security Agency on August 
27, 1947. 

The Minister of National Health and 
Welfare of Canada, Paul Martin, was 
another distinguished speaker at the 
ABA meeting. Born in Ottawa, Ontario, 
in 1903, Mr. Martin took a B.A. honors 
degree at St. Michaels College, Univer- 
sity of Toronto in 1925, and received 
his M.A. degree and graduated in law 
from Osgoode Hall, Toronto, in 1928. 
He attended Harvard as Jones Scholar, 
where he received the Master of Laws 
degree in 1929. The following vear, 
having won the Wilder Fellowship, he 
studied at Trinity College, Cambridge 


University, England. In 1947, he re- 


In Congress 


Transportation of Narcotic Drugs.— 
Public Law 804 (H. R. 7891), which 
was signed on September 21, amends 
Section 3224(b) of the Internal Revenue 
Code by prohibiting the unauthorized 
transportation of narcotic drugs into 
another state and extending the excep- 
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ceived the honorary degree of LL.D. 
from the University of Michigan. 

On his return to Canada in 1930, Mr. 
Martin practiced law and, from 1931 to 
1934, was Lecturer in Political 
Science at Assumption College, Univer- 
sity of Western Ontario. He became 
King’s Counsel in 1937. 

In 1935, Mr. Martin was elected to 
the House of Commons, and became 
Parliamentary Assistant to the Minister 
of Labour in 1943, after being re-elected 
to the Commons in 1940. He was ap- 
pointed Secretary of State on April 
18, 1945. 

In 1946, Mr. Martin was a Canadian 
Government delegate to the first session 
of the General Assembly of the United 
Nations. He was designated first Canadian 
representative to the Economic and So- 
cial Council in London early in 1946, 


also 


and was a delegate to the third and 
fifth sessions of the Council in New 


York. He was a delegate to the fourth 
session of the General Assembly of the 
United Nations in 1949. 

Mr. Martin became Minister of Na- 
tional Health and Welfare in December 
1946. 


Franklin M. Depew’s article on Latin 
American labeling requirements, al- 
though not an ABA paper, increases the 
international scope of this issue. The 
author is otherwise known to JOURNAL 
readers as the regular contributor of 
“Significant Comments.” 


tions to include contract carriers and 
other agents for registered dealers or 
physicians, and persons to whom drugs 
have been legitimately prescribed or 
dispensed by a licensed physician, all 
of whom may legitimately transport 
narcotic drugs. H. R. 7891 was origin- 
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ally introduced on March 28, and was Soil Conservation.—Section 8(a), as 
passed by the House on August 1 and amended, of the Soil Conservation and 
by the Senate on September 13. Domestic Allotment Act is amended by 
Public Law 817 (S. 2636), approved on 
September 23, which strikes out “January 
1, 1951” and “December 31, 1950,” and 
inserts in lieu “January 1, 1953” and 
“December 31, 1952,” respectively. S 
2636 was originally introduced on Octo 


Peanut-Marketing Quotas.—The pea- 
nut-marketing quota marketing provi- 
sions of the Agricultural Adjustment 
Act of 1938, as amended, would be 
amended by S. 3135, which was intro- 
duced on February 27, and was reported 
from the Committee on Agriculture and ber 4, 1949, and 
Forestry (Report No. 2503) on Septem- Senate on July 26, 1950, and by the 
ber 5 House on September 13, 1950 


was passed by the 


| 
| 


In the Department of Agriculture 


Standards for Edible Sugarcane Mo- ash to Hrix solids, and color (15 F. R 
lasses.—U. S. Standards proposed tor 6476). 
edible sugarcane molasses include the 
grades of U. S. Fancy Edible, U. S 
Medium-light Edible, and U. S. Medium- 
dark Edible. The method of quantita : S : 
. : ° : _ Italian Sprouting Broccoli, which in 
tive determination of the grade factors Sas ae ae 
+5 ; - 4 clude the grades of U. S. Grade A and 
(Brix solids content, rate of total sugars, U 


Consumer Standards for Italian 
Sprouting Broccoli—U. S. Consumer 
Standards have been promulgated for 


ratio of sulfated ash, total sulfites, and ». Grade B as well as off-grad 
color) is given (15 F. R. 6474). broccoli (15 F. R. 6531). 

Sagarcane Sirup Grade Standards.- Standards for Grades of Sulfured 
In the proposed U. S. Standards for Cherries.—I roposed oo. Standards 
sugarcane sirup, the grades for sulfured for Grades of sulfured cherries would 
sirup are U. S. Fancy and U. S. Good, = "te the grades of | S. Grade A, 
while the grades for unsulfured sirup U. S. Grade B, U. S. Grade D, and 
are U. S. Extra-Fancy (A-1), U. S U. 
Fancy (No. 1), and U.S. Good (No. 2), mined by rating the factors of color, 
Brix solids con absence of defects, and character (15 


S. Combination Grade to be deter 
The grade factors are: 
tent, ratio of total sugars and sulfated F. R. 6763). 


In the Food and Drug Administration 


Penicillin Tablets.—The packaging of Antibiotic Regulations.—A_ recent 
penicillin tablets with a vehicle contain- amendment of the antibiotic regulations 
ing two or more sulfonamides is pro- provides for the addition of two or more 
vided in the recent amendment of the suitable sulfonamides to buffered peni 


antibiotic regulations concerning certifica cillin powder, for the deletion of the 
tion of batches of antibiotic and antibiotic requirement that the diluent packaged 
containing drugs (15 F. R. 6045). (Continued on page 719.) 
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The Evolution 
of Regulatory Policies 


By PAUL B. DUNBAR 


THE HEAD OF THE FOOD AND DRUG ADMINISTRATION 
UNDERTAKES A “SELF-ANALYSIS” IN TELLING WHAT GOV- 
ERNS THE FDA’S ADMINISTRATIVE THINKING AND ACTION 


GAIN THE SPEAKER finds himself before an audience whose 
A language he does not speak and frequently does not even under- 
stand. To avoid any presumption of legal knowledge, earlier 
talks before this group have been largely confined to historical reviews 
of important happenings in the field of the Federal Food, Drug, and 
Cosmetic Act, with cautious prophecies of future developments, admin- 
istrative, judicial, and legislative. Expert interpretations of court 
decisions have been left to our legal advisers in the General Counsel’s 
Office and the Department of Justice. 
During the past year, the Food and Drug Administration has had 
the novel experience of having a three-judge court, after an extensive 
hearing, declare an important section of the law unconstitutional and 
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hold the Federal Security Administrator, the Commissioner of Food 
and Drugs, and his associates to be arbitrary, capricious, and unreason 
able for proceeding in accordance with the precise terms of the statute. 

While the Supreme Court, by its decision of May 29, 1950, has 
unanimously upheld the constitutionality of the statute, and by impli 
cation, but not unanimously, has removed the stigma imposed on the 
administrative officials, the experience has not unnaturally led to some 
searching self-examination. Are we doing our full administrative 
duty? Are we thinking through the administrative and legal questions 
that confront us daily? Are we overzealously extending the statute 
beyond the purpose of its framers, or are we unduly conservative in 
our enforcement operations? Are we somewhat haphazardly following 


the line of least resistance ? 


Self-Analysis of Administrative Thinking 


I propose in this paper to undertake a kind of self-analysis and 
to try to tell you what governs our administrative thinking in food 
and drug administration, Don’t misunderstand me. I am not leading 
up to a confession that we have adopted the wrong philosophy. I do 
not think we have. I am trying to show you how, by the slow and 
painful process of evolution, we have arrived at our present convictions 
as to our responsibilities in the enforcement of this vitally important 
law. With complete humility I concede that we do not know all the 
answers and that we may be quite wrong in some of our concepts. We 
have been wrong before and have had to revise our views. We will 
probably repeat the same experience many times in the future. If our 
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percentage of wrong guesses gets too high, it will be time to turn over 
our jobs to better guessers. 


Administration of 1906 Act 


Let’s go back to June 30, 1906, when the first Food and Drugs 
Act became law. It passed Congress after years of struggle because 
of the persistence of that unparalleled crusader, Harvey W. Wiley. 
When the Act became effective on January 1, 1907, its enforcement 
was in the hands of Dr. Wiley’s Bureau of Chemistry in the Depart- 
ment of Agriculture. He was surrounded by a group of zealous and 
enthusiastic co-workers, few of whom had any knowledge of law or 
law enforcement. They knew neither the strong points nor the weak 
points of their new weapon. The scientists in the Bureau of Chemistry 
were too prone to minimize the legal difficulties. If they believed that 
a product was adulterated or misbranded, they had a naive confidence 
that the court would see it their way. The lawyers, and there were 
able ones in the Solicitor’s Office of the Department of Agriculture 
and a few in the Bureau of Chemistry, knew that courts must have 
evidence, that they would not take judicial knowledge even on the 


word of so eminent a man as Dr, Harvey Wiley. 


A corps of energetic young inspectors was recruited under the 
leadership of Walter G. Campbell, a trained lawyer with extensive 
experience in food and drug enforcement work in the State of Ken- 
tucky. Others in the inspection group had had experience in state 
enforcement work. These inspectors had little difficulty, on the basis 
of observations during factory inspections, in uncovering conditions 
which cried out for correction. In those days sanitary precautions 
were the exception rather than the rule which we find today. It wasn’t 
difficult to trace interstate shipments of suspicious goods and to collect 
representative samples, but the objective evidence obtained through 
laboratory examination to establish adulteration was not forthcoming 


because our analytical methods were inadequate and imperfect. 


Project System 


It soon became apparent that enforcement could not be carried 
on on a hit-or-miss basis but must be carefully planned and must fre- 
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quently be preceded by extensive laboratory studies designed to develop 
adequate chemical or microscopic evidence to confirm the observations 
of the inspectors in the factories. It became evident, too, that sound 
judgment must be exercised in selecting projects for major activities 





so that the most important forms of violation from the consumer and 
legitimate industry standpoint would be given first attention. The 
project system, which is now an integral part of our program, slowly 
evolved as a result of early experiences. 


Cooperation with Industry 


Another thing that became apparent early was that bountiful and 
sympathetic support could be expected from major elements of the 
industry which were farsighted enough to perceive that adequate 
enforcement was a protection not only of the consumer but of the 
honest manufacturer. Out of this grew the early concept that coopera- 
tion with industry in an advisory and educational fashion was a sound 
method of getting compliance with the law by the vast majority of the 
industry, leaving prosecution and seizure actions as a means of dealing 
with the recalcitrants who failed to fulfill their obligation to the con- 
sumer. An informal advisory service has long been an important part 


of our program. 


Deficiencies of Act 


The Act of 1906 established the United States Pharmacopoeia and 
National Formulary as \egal standards for drug products. No com- 
parable authorities, however, were recognized as establishing legal 
standards for foods. The Act laid down certain definitions of adultera- 
tion, many of which are retained in the Act of 1938. These definitions 
presupposed the existence of a normal or standard article with which 
the suspected product could be compared. Advisory standards for 
foods had been formulated by a committee headed by Dr. Wiley and 
staffed by competent state officials. Many of the technical people in 
the Bureau of Chemistry labored under the conviction that these 
advisory standards would be accepted as guiding by the courts. The 
lawyers were skeptical about this belief. A few setbacks in contested 
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cases demonstrated that the courts required more than the opinion of 
the Standards Committee to establish the validity of the standards. 
From 1907 until 1938, enforcement was handicapped by the lack of 
authority to establish standards having the force and effect of law. 

Another rude awakening came with the Johnson decision wherein 
the Supreme Court held, in a divided opinion, that articles labeled as 
“Cancerene,” “Cancerene Tablets,” and “Blood Purifier” were not mis- 
branded within the meaning of the statute. The court held that the 
section regarding misbranding, Section 8 of the original Act, was aimed 
only at false statements as to identity, possibly including strength, 
quality, and purity of the article, and not at statements as to its 
curative effect. There was not much comfort in the fact that a 
strongly worded dissent by Mr. Justice Hughes, eoncurred in by Jus- 
tices Harlan and Day, supported the government’s views on this 
misbranding. 

Notwithstanding these setbacks and the obvious deficiencies in 
the law, it was soon evident that it was a statute of far-reaching im- 
portance which gave effective protection against many abuses damag- 
ing alike to the consuming public and to the sincere manufacturer. 
One guiding principle was adopted by the enforcing agency in arrang 
ing its enforcement program: Is the abuse one which is detrimental 
to the public interest? If so, it is the duty of the government to apply 
the terms of the law for its correction. A series of important court 
decisions resulted in validating many of the vital provisions of the 
statute, decisions which to this day have life and meaning in the 
application of the present Food, Drug, and Cosmetic Act of 1938. 

long before the initiation of the campaign, which began in 1933, 
for the passage of the new law, annual reports repeatedly called atten 
tion to the need for amendatory legislation. Some of the deficiencies 
of the law had been revealed by court decisions and others had de 
veloped because of industrial and scientific progress which brought 
new problems not anticipated at the time the original Act was drafted. 
And so we came, after five years of legislative consideration, to the 
passage on June 25, 1938, of the Food, Drug, and Cosmetic Act. Out 
of the fire and controversy of these five years, guided throughout by 
the patience and self-sacrificing work of Senator Royal S. Copeland, 
there emerged a law which experience has shown to be an even more 
powerful instrument for public protection than its framers perhaps 
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had anticipated. It has been.correctly said that it stands as a legis- 
lative monument to Senator Copeland, who passed away just a few 
days after final action by Congress and before the bill had been signed 


by the President. 


Food, Drug, and Cosmetic Act of 1938 


The Food and Drug Administration knew on June 26, 1938, that 
it had an instrument which would do many of the things in the public 
interest that could not be done under the Act of 1906. Probably 
few of us realized how effective it would prove to be. Like the Con- 
stitution, it has been shown to be a living document well calculated to 
deal with new situations as they develop. When an abuse is uncovered 
in the course of inspection operations, the first question to be answered 
is whether it is contrary to the interest of the consumer. If so, does 
the statute permit a correction of that abuse? It has seldom happened 
that conditions have been uncovered which cannot be adequately 
covered by the terms of the law. But in applying the terms of the 
statute, a vast amount of administrative consideration, both by enforce- 
ment officials and by legal counsel, has frequently been necessary to 
determine the most advantageous approach. The most careful advance 
planning has been essential in many cases to present the facts to the 
courts in such concrete and convincing fashion as to insure a favorable 
judicial decision in the public interest. It is hardly necessary to go 
into details before this audience by way of cataloguing the judicial 
milestones in the 12 years during which this law has been in effect. 
The Annual Reports of the Food and Drug Administration recount the 
progress that has been made. 

The administrative complexities of the new-drug section were 
early recognized. That section placed a serious responsibility upon 
the Food and Drug Administration. No valuable drug should be 
unnecessarily withheld from public use. The release of drugs without 
sufficient testing to establish their safety had to be avoided. The pas- 
sage of the new law coincided almost precisely with the beginning of 
the development of new and marvelously effective chemo-therapeutic 
agents. With the exception of sulfanilamide, all of the sulfa drugs 
were subject to consideration under the new drug section, Their vast 
potentialities for good were immediately recognized, but it was also 
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recognized that their uncontrolled use was fraught with danger. The 
new drug applications could not be made effective for general over-the- 
counter sale. The device of making the applications effective upon 
condition that the distribution of the drug should be so controlled 
as to guarantee use exclusively under medical supervision was selected. 
Drug manufacturers loyally conformed with the condition that such 
drugs should be distributed under labeling specifying: “To be dis- 
pensed only by or on the prescription of a physician.” In retrospect, 
the formulation of this policy looks easy. It required a considerable 


expenditure of time and effort to think it through. 


Control Over Drug Sales 


Then a new situation confronted us. Notwithstanding the appear- 
ance of this restriction on the interstate labeling, a few pharmacists 
persisted in marketing these articles across the counter without pre- 
scription, to the serious damage of the consumer. The first action 
against a pharmacist for the sale of a sulfa drug without a physician’s 
prescription was terminated in the fiscal year 1944, A Federal grand 
jury returned an indictment which recognized the value of the sulfa 
drugs when properly used under the supervision of qualified physicians, 
but noted the danger associated with their indiscriminate and uncon 
trolled sale. They concluded that the indiscriminate and uncontrolled 
sale of sulfathiazole and other sulfonamide drugs is a pernicious prac- 
tice that should be suppressed. The druggist pleaded nolo contendere 
and was found guilty. Notwithstanding the outcome of this case, a 
similar offense was committed by a Georgia pharmacist who likewise 
sold sulfathiazole without prescription. He was convicted in the lower 
court, the conviction was reversed in the appellate court, and history 
was made when the Supreme Court, in 1948, reversed the circuit court, 
holding that the purpose of the statute was to: 

safeguard the consumer by applying the Act to articles from the moment 
their introduction in interstate commerce all the way to the moment of their 
lelivery to the ultimate consumer. 

According to the declared purpose ot Congress, the Act of 1938 
was designed to preserve all the valuable features of the original 
statute while correcting deficiencies in that law. Administrative think 


ing and belief received a rude setback when a district court held, and 
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the circuit court of appeals confirmed, that seizure was not permitted 
of products which after moving in interstate commerce, became 
adulterated after coming to rest at the destination point. Such con- 
taminated goods had been routinely seized during the entire life of the 
Act of 1906. Here was one situation where no amount of administra- 
tive cogitation could find an answer, and yet there was a universal 
belief that the public interest was definitely in danger. The Supreme 
Court refused the government’s request for a review of the appellate 
decision. There was no alternative but to lay the facts before the 
Congress and seek legislative correction of the defect in the existing 
law. The Congress reacted with gratifying promptness. The passage 
of the Miller Amendment, which corrected this defect and at the same 
time incorporated in the law the substance of the Supreme Court’s 
decision in the Sullivan case, materially strengthened the statute. By 
such actions, when the need arises, this basic law remains a living 


document. 


Creed of the Food and Drug Administration 


These occurrences led me to formulate, some three years ago, a 
statement under the caption “Creed of the Food and Drug Administra 
tion,” which perhaps is worth repeating here as a summary of the 
administrative thinking of the Food and Drug Administration. 


We believe that the American consumer is entitled to pure, unadulterated, 
and honestly labeled foods, drugs, and cosmetics; that Congress in enacting th« 
Food, Drug, and Cosmetic Act had as its clear objective the principle of promoting 
“honesty and fair dealing in the interest of the consumer”; that, in the language 
of the Supreme Court, “the purposes of this legislation touch phases of the lives 
and health of people which, in the circumstances of modern industrialism, ar: 
largely beyond self-protection”; and that Congress intended to carry the consumer 
protective provisions of the statute to the limits of constitutional authority. 


We believe that most American manufacturers of foods, drugs, and cosmetics 
have the scientific knowledge, the technical equipment, and the will to produce 
articles which meet both the spirit and the letter of the law; that most American 
manufacturers recognize that consumer interest and producer interest are identical, 
and that practices adverse to consumer interest are likewise contrary to the interest 
of industry; and that most American manufacturers are making sincere and 
effective efforts to meet all legal requirements not only because they are the law but 
because it is the right thing to do. 


We believe that the Food and Drug Administration in enforcing the Food, 
lyrug, and Cosmetic Act must keep ever before it the purposes of Congress; that 
fairness and regard for these purposes should infuse every enforcement procedure : 
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that when judicial interpretations indicate that the language of the statute does 
not effect the full purpose of Congress it is the duty of the Food and Drug Admin 
istration to recommend corrective amendments; and that it must unrelentingly 
invoke the legal remedies provided by the statute to contro] violative actions by 
that small proportion of the industries which, through negligence, ignorance, or 
deliberation, ignore the requirements of the law to the detriment both of the 
consumer and the ethical manufacturer 


Standard-Making 


The section of the law which authorized the formulation of official 
standards has presented many complex problems. The law specifies a 
very precise procedure. If we had any illusions at the beginning, and 
[ doubt that we did, that standard-making would be an easy and simple 
procedure, we have long since changed our minds. Progress most 
certainly has been made and perhaps nothing has contributed more to 
this progress than the recognition of the fact that industry is just as 
much concerned with the formulation of sound definitions and stand- 
ards of identity and quality as is the consuming public. With this 
concept it has become increasingly evident that the formal hearings 
can be expedited if informal discussions can be held in advance with 
representatives of the industry. Such conferences will serve to identify 
areas of agreement and of disagreement and so to organize the hearing 
program as to insure a systematic and orderly presentation of the 
evidence. 

At the outset we could only conjecture how far the courts would 
go in upholding the validity of the standards. The Supreme Court’s 
decision in the enriched farina case and the appellate court’s decision 
in the benzoated catsup case formally established the validity of the 
standards and at the same time impressed on us forcibly the importance 
of establishing a sound and convincing record as a basis for these 


standards 


Labeling 


Our concept of labeling has undergone progressive changes, In 
no field perhaps is the living character of the statute more evident. 
Originally there were some who believed that the term “labeling” applied 
only to matter which accompanied the package at the time of its inter 
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state journey. This narrow view, if it had been confirmed by the 
courts, offered an easy way to evade the prohibitions against mis- 
branding and would have been of particular significance in the dis- 
tribution of worthless nostrums. The courts have firmly and with 


finality established a definition of “accompany” which guarantees con- 
sumer protection against a wide field of misrepresentation. Other 
decisions, such as the concept eventually arrived at that a drug is 
misbranded if it fails to bear adequate directions for use for disease 
conditions which are claimed in media other than labeling, again 
emphasize the flexibility of the statute. The administrative concepts 
which led us to present cases to the court resulting in decisions along 
this line were arrived at only after involved consideration in the Food 
and Drug Administration, our General Counsel’s Office, and the Depart 
ment of Justice. 

Regulatory programs and judicial interpretations do not always 
keep pace with developments in the food and drug field. New problems 
arise. Practices contrary to public interest and inimical to public 
health appear for which no corrective formula is immediately apparent 
Alleged discoveries in the field of medicine are too often profitably 
exploited by hit-and-run operators on the basis of wholly inadequate 
scientific evidence. Cold, hard, scientific facts proving or disproving 
the truthfulness of the claims cannot be marshaled promptly. Care- 
fully controlled clinical tests may require months or years, In the 
meantime, if the claims eventually prove to be untrue the public has 
taken a large economic loss, and some individuals have lost health 
because of delaved medical treatment. How to provide prompt and 


effective public protection in such situations is an ever present problem 


Corrective Legislation 


What I am trying to do is to emphasize the fact that in reaching 
a decision to proceed by regulatory action under the statute, our first 
obligation and rule is to satisfy ourselves conscientiously that the 
practice at which we are aiming is contrary to public interest. If this 
conclusion is firmly reached, it is our duty, as we see it, to determine 
with the help and advice of our legal counsel whether the terms of the 
statute can be utilized to correct the offense. In the majority of cases, 
a logical approach can be plotted under the terms of the law. Ii 
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cannot be, our duty is plain, and that is to present the situation to the 
legislative body, which has been notably responsive in dealing with 
proposed legislation to correct unanticipated defects in the law. 

I would be remiss if I did not pay tribute at this meeting to the 
splendid cooperation which we have received from major groups in 
industry who are conscientiously striving to produce legal and accept- 
able products and to the help that we have received from our legal 
friends in this body in our endeavors to obtain corrective legislation 
and to combat emasculating amendments [The End] 


Cocoa and Chocolate Industry Trade Practice Rules 

Trade practice rules for the Cocoa and Chocolate Industry 
have been promulgated by the Federal Trade Commission 
under the trade practice conference procedure. The rules are 
directed to the elimination and prevention of unfair trade prac 
tices to the end that the industry, the trade, and the public 
may be protected from the harmful effects of such competitive 
methods, and that the conduct of business throughout the 
industry may be effectively maintained on a high plane of free 
and fair competition, Some of the unfair trade practices listed 
are: misuse of the word “free,” imitation or simulation of trade 
marks or trade names, false and misleading price quotations, 
tie-in sales, and defamation of competitors or disparagement 


of their products (15 F. R. 6542). 
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FOOD AND DRUG LAW 





IN OUTLINING THE PAST AND PRESENT OF FOOD AND DRUG 
LEGISLATION IN ENGLAND, THE AUTHOR COMPARES IT TO 
THAT OF THE UNITED STATES, CONCLUDING THAT 
THOUGH VARIED MEANS ARE USED, BOTH COUN 

TRIES ACHIEVE A COMMON END 


HEN YOUR CHAIRMAN invited me to address this meet 

ing, he suggested that it would be of interest, and not run 

counter to your general theme, (the desire for better and 
more uniform food and drugs laws in the United States and Canada) 
were I to give you a picture of the basic food and drugs legislation in 
the United Kingdom and make some broad comparisons between this 
and your Federal law. Since that date we have met in London, where 
Mr. Dunn explained to leading government officials, lawyers, and food 
manufacturers something of the work and aims of the Food Law 
Institute. In due course, he will give you his own report on these 
activities. All I need say here is how much his visit was enjoyed by 
all who came under the spell of his enthusiasm, not only for better food 
legislation but for a wider knowledge of its importance in the law 
schools of our Universities. 

To compare English law with United States law immediately puts 
me in this difficulty: it presupposes an expert knowledge on my part 
of your law, to which I can make no claim. Indeed, I must ask the 
indulgence of this learned gathering if, in making comparisons, I make 


my lack of knowledge only too obvious. 
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IN THE UNITED KINGDOM 





BY CHARLES A. ADAMS, 
DIRECTOR, FOOD STANDARDS AND LABELING 
DIVISION, MINISTRY OF FOOD, ENGLAND 


It seems evident that my first objective must be to give you as 
clear an outline as time permits of the elements of the United Kingdom 
law. It is hardly necessary to assert that fundamentally the scope of 
food and drug law in the United States, Canada, and the United King- 
dom is identical: the protection of the consumer from fraud and de- 
ception, together with adequate provision to safeguard health. 

In the first place, however, I should point out that the United 
Kingdom Food and Drugs Act definition of food does not include 
food for animals, and we have no legislation dealing with cosmetics. 
In what follows, therefore, we must not lose sight of the fact that the 
United States Act covers a wider field than does our corresponding 
legislation, but I will not dwell on this at greater length. 


History of Food and Drug Law 
The basic law in Great Britain had its origin in the Sale of Food 
and Drugs Act of 1875, which superseded less successful measures 
passed between 1860 and 1875. The purpose of the 1875 Act, as its 
preamble recites, was the dual one of making better provisions for 
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“the sale of food and drugs in a pure and genuine condition.” ‘Three 
major offenses against the consumer were enumerated : 

Firstly, it was forbidden to mix food with any ingredient which 
made that food injurious to health (See Appendix 1). A somewhat 
parallel provision has since been added forbidding the abstraction 
(without notice to the purchaser) of any essential ingredient of a food. 
That first provision has since remained unaltered in essence, although 
[ suggest that today it needs strengthening. Indeed, I am confident 
that on the next revision of the Act, proposals will be submitted to 
amend this section more to your pattern, so that it may then become 
an offense to add an injurious substance to food, whether or not the 
finished food could be proved injurious to health. 

Secondly, it was made an offense to sell, to the prejudice of the 
consumer, a food not of the nature, substance, and quality demanded 
(See Appendix 2). At an early date, the principle was established that 
a public officer, using public funds, could nevertheless represent the 
interests of the public at large, and current legislation ensures that a 
charge based on prejudice to the consumer cannot be negatived on 
the grounds that the purchase was made by an official sampling 
officer, who obviously had no intention of consuming the sample. 

Thirdly, it was made an offense to use a misleading label or one 
which falsely described the food. Prior to 1938, it was necessary to 
prove willful commission of this offense, a qualification which did not 
apply to the other two offenses I have mentioned. Proof of willful 
intention must always be a serious barrier to successful proceedings, 
and in the current Act this qualification no longer appears. In the 
1938 Act, too, the publication of a false or misleading food advertise 
ment was very properly made a like offense; false advertisements, on 
account of their wide publicity and selling power, are perhaps a greater 
menace to the consumer than false labels. This section of the Act is 
temporarily suspended but is replaced in very similar terms by Regu 
lation 1 of the Defense (Sale of Food) Regulations, 1943 (See 
Appendix 3). 

The 1938 Act, however, gave power to the Minister of Health to 
supplement these somewhat negative provisions by “Food Regula- 
tions” of a positive character, made primarily for the prevention of 
danger to health, for controlling the labeling of containers, and for 
regulating the composition of food (See Appendices 4 and 5). Unfor- 
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tunately, war broke out before the 1938 Act came into force, and so 
these important powers were not exercised. Meanwhile, the Ministry 
of Food had been created to take over the general responsibility for 
food control during the war. In 1943, therefore, when the Defense 
(Sale of Food) Regulations were made, the Minister of Food took over 
from the Minister of Health the administration of the Food and Drugs 
Act, in so far as it related to false and misleading labels and advertise- 
ments for foods (Appendix 3), and, in addition, his power to make 
certain Food Regulations (Appendix 4). The recent use of these 
powers has brought the over-all picture of food legislation in the 
United Kingdom much nearer to the Washington pattern. 


These Defense Regulations made an important change in the law 
by extending the category of foods to which misleading claims applied 
under the old formula, “nature, substance or quality,” by the addition 
of the words “and in particular as to its nutritional and dietary value” 
(Appendix 3). With this extension, misleading claims in respect of 
almost any attribute of a food, be they on labels or in advertisements, 
could now be challenged. Further, an important and novel principle 
was introduced when it was laid down that although a label or adver- 
tisement includes a true statement of the composition of a food, the 
courts are not precluded from holding that the description under which 
the food is sold may still be misleading (Appendix 3). 

[ should emphasize another new departure in the Defense (Sale 
of Food) Regulations, whereby the Minister was empowered to make 
regulations controlling the advertising of foods for which claims were 
made as to vitamin or mineral content. There is as yet no power in 
our law to make regulations controlling food advertisements in general, 
although the broad prohibition of misleading statements applies equally 


to labels and advertisements. 


Here | might interpolate that one result of the treatment of adver 
tisements, side by side with labels, in the same Act is that one govern 


ment department is in a position to advise on both. 


Labeling of Food 


Armed with these powers, the Ministry of Food has, since 1943, 
gone quietly ahead with the task of making positive legal provisions 
for consumer protection. The first will be familiar to many of you. 
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The Labeling of Food Order Iays down the information which must 
now, for the first time, be disclosed to the purchaser on the labels of 
prepacked foods, This information includes the packer’s name and 
address, a declaration of the ingredients from which the food is made, 
and the minimum contents of the package. Perhaps the most impor- 
tant provision of the Labeling Order, however, was that relating to 
vitamin and mineral claims, whereby any such claims, whether they 
appear on labels or in advertisements, have to be substantiated by a 
declaration on the label of the identity and quantity of the vitamin or 
mineral present. The manner in which this declaration has to be made 
is laid down in detail, and though this is not identical with the method 
you adopt, we cover the field in much the same way. 


In passing I might mention that the Labeling of Food Order 
also lays down rules for the labeling of alcoholic liquors, and as a 
result, a purchaser is no longer in doubt as to the origin or, to some 
extent, to the quality of prepacked alcoholic beverages. The old 
chaotic position, under which inferior products had masqueraded as 
high quality articles, no longer obtains. 

These broad labeling rules come very close to yours. This is not 
surprising, for they were based.on yours. At the moment, we appear 
to differ mainly in the fact that, firstly, the United Kingdom labeling 
regulations apply in their entirety only to prepacked foods; secondly, 
we have, as yet, no regulation dealing with foods put up in imitation 
of other foods; and, thirdly, we have no definite regulation dealing 
with misleading fill of container. I hardly dare tell this audience that 
legal opinion in England felt that this latter was unnecessary when 
the minimum content of the package was declared. 


Food Standards 


Under the same general powers we have, in the past five years, 
also made some progress in the prescription of food standards, the 
case for which, the better protection of the consumer, does not need 
argument, Our procedure is not essentially different from that adopted 
here. There is little legal significance, I suggest, in the fact that our 
Food Standards Committee, which was appointed to advise the Min- 
ister, works in private, whereas your hearings are held in public. In 
both cases, full publicity is given to recommendations and time is 
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given for objections to be received. Important differences, neverthe 
less, arise in practice, chiefly from the importance your legislation 
attaches to standards of both definition and composition, in which 
obligatory and permissive ingredients are detailed. With us, little has 
so far been done along these lines. The standard officially prescribed 
in the United Kingdom lays down the quantitative composition of the 
food in regard to its more important constituents, leaving the manu- 
facturer free to vary the others at will, though the label may have to 
disclose ingredients. The offense, under our law, is to sell a food 
under a description which suggests to the purchaser that the food is 
of a kind to which the standard applies, if the food does not conform 
to such standard. We have not yet solved the problem of how best 
to deal with foods which are substandard in composition but are sold 
under descriptions which bear no relation to that of the standard prod- 
uct. One school of thought sees no harm in this, so long as the 
description applied cannot mislead the consumer; another supports 
the Washington view and sees danger in the sale of what, in their 
view, remains a substandard product, irrespective of its description. 
Though these are relatively early days in food standards legislation in 
Great Britain, it is vital, particularly for British exporters to the United 
States, to appreciate these differences in our legislation in this field. 

From standards of composition it is a natural step to consider 
whether these standards should include methods of analysis. So far, 
we have only included a method of analysis in one standard, for the 
view is widely held that to standardize methods of chemical analysis 
would be a retrograde and perhaps an unscientific step. From the 
food manufacturer’s angle, however, a good deal can be said to the 
contrary, for he is more likely to know where he stands when legal 
requirements are assessed by officially approved methods. In this 
connection one cannot fail to notice the wide acceptance given by 
chemists the world over to the methods of analysis published by the 
Association of Official Agricultural Chemists. The obvious corollary 
seems to be that, given adequate facilities for amendment, agreement 
to apply the same standard methods of analysis to the foods exchanged 
between our countries should be a reasonable target for our chemists 
to aim at. Were that goal attained, the inclusion of these methods in 
food standards legislation could quickly follow. I emphasize, how- 
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ever, that this is an immediate problem more for our chemists than for 
the legal profession. 


Regulations 


While the earlier Food and Drugs Acts dealt mainly with adulter- 
ation and misbranding, parallel legislation, designed to safeguard the 
health of the consumer, developed under our Public Health Acts, under 
which regulations dealing with specific commodities were issued by 
the Ministry of Health from time to time. For example, since 1923, 
the Public Health (Condensed Milk) Regulations and the Public 
Health (Dried Milk) Regulations have governed the composition and 
labeling of these products. As long ago as 1925, an important measure 
of consumer protection was made by the Preservatives in Food Regu 
lations, which banned the use of preservatives other than benzoic acid 
and sulphur dioxide in food, and limited the foods to which even these 
might be added, as well as the quantities which might be used. The 
same regulations included control of the addition of colors to food, 
but these did not go beyond prohibiting the use of particular colors 
It must be remembered that the regulations were made 25 years ago, 
and I may say that we are now about to undertake their revision. 
Indeed, two British learned Societies, the Society of Chemical Indus 
try jointly with the Society of Public Analysts, have put forward a 
memorandum to the authorities making suggestions for a general 
revision of the Preservatives Regulations. In this two major ques- 
tions have been raised. Firstly, whether the present regulations should 
be amended to permit, and, if so, to control, the use in food of new 
chemicals such as anti-oxidents and anti-mould agents, which would 
appear to fall within the present legal definition of a preservative in 
our regulations, with the corollary that their use is technically illegal. 
Secondly, whether the present ban on half a dozen poisonous food 
colors, with implied (though not actual) freedom for the rest, should 
be amended by the provision of a list of permitted colors and a ban 
on all others. I am sure careful consideration will be given to the 
United States and Canadian legislation on the subject of food colors, 
on which you have both adopted a more positive approach. In passing, 
therefore, I suggest that here is a sphere to which the advocate of 
uniform laws between our countries might well direct his energies. 
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If the United Kingdom reverses its policy as to the treatment of colors, 
all that remains between us seems to lie in the limited number and 
the maximum amounts permitted of accredited preservatives recog- 
nized in the United Kingdom and Canada, as compared with the 
United States control, if I understand the position correctly, by label- 
ing coupled with your ban on adulteration. Again our Imported Food 
Regulations (Appendix 6) control imports from the public health 
angle, whilst the Meat Regulations and the Shell Fish Regulations 
control the respectively home-produced commodities for a like purpose. 
It is sufficient here to add that the 1938 Food and Drugs Act, which was 
essentially a consolidating measure, has now fused the functions of 
the earlier Food and Drugs Acts and of the Public Health Acts. It 
kept in force the regulations to which I have just referred, and gave 
power, as I have indicated, to make other food regulations, so that the 
two strands of legislative control are now welded into one stronger 


instrument. 


These, then, are the major provisions of English law, which clearly 
cover the same ground as your Federal Act’s broad prohibition of 
interstate commerce in adulterated or misbranded foods. In principle, 
therefore, there seems little between us, but considerable differences 
arise in administrative and enforcement procedure. Thus, whereas 
your Food and Drug Administration has proceeded by regulation to 
define many acts which constitute adulteration or misbranding, in Eng- 
land the courts determine these issues, and there has been little guid- 
ance from the United Kingdom administration to enforcing authorities 
by way of regulation. I appreciate how much your regulatory system 
could simplify enforcement. 


Comparison of Enforcement Procedure 


[ feel that I should also call attention to a fundamental difference in 
enforcement procedure which obtains even though your Federal law 
on the one hand, and our Food and Drugs Act on the other, apply to 
the whole of each country (here I deliberately overlook minor te¢hnical 
differences still operating, so far as Great Britain is concerned, in 
Scotland and Northern Ireland). Your Federal law is enforced by 
action from government headquarters, whereas in the United Kingdom 
the actual execution and enforcement of the parallel law is the duty 
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and responsibility not of a central government department but of cer- 
tain local authorities, known as “food and drugs authorities.” For 
this purpose the United Kingdom is divided up into groups on a pop- 
ulation basis, and these groups, be they county councils, city councils, 


or district councils, act as food and drug authorities for their areas. 


Each food and drugs authority must appoint a public analyst, 
whose appointment requires the approval of the Minister of Food. 
The academic qualifications required by a public analyst, who may 
serve more than one Food and Drugs authority, are laid down in 
official regulations. There are over 200 Food and Drugs authorities in 
the United Kingdom, and about 120 public analysts, which latter figure 
does not include members of the technical staff of the actual Public Analyst 
holding the official appointment. Each and every public analyst is an 
independent expert, and is therefore in a position to report to his 
food and drugs authority on any sample without regard to the views 
which might be held by other public analysts. The authority decides 
what action shall be taken on the analyst’s report. If legal proceedings 
are instituted, the case is heard locally by a Court of Summary Juris- 
diction, which, perhaps I should remind you, is not a Court of Record. 
It is not until an appeal from this court is heard by a higher court that 
case law, comparable in authority with your regulations, becomes 
established. 

Within recent years, however, the Minister of Food has been 
appointed an additional enforcing authority in cases taken only under 
the Defense (Sale of Food) Regulations. These powers have not yet 
been exercised, because it is the official policy to interfere as little as 
possible with the long standing powers and established activities of 
food and drugs authorities. It might be foreseen, however, that in 
cases of special difficulty, local authorities may yet ask the Minister 
to institute proceedings, particularly when nationally advertised prod- 
ucts are in question, on the grounds that a central government depart- 
ment must have greater and better resources for dealing with a case 
against such powerful interests. Should this position develop, we 
wouldagain come a little nearer to your pattern. 


I might here interpolate another important administrative change 
in our law, which was made during the war in the Defense (Sale of 
Food) Regulations. In these regulations it was laid down for the first 
time that local authorities should not institute proceedings in respect 
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of misleading labels and advertisements without the prior consent of 
the Minister. I need hardly go into the reasons for this, but instead 
-I would point out that it has had the effect of bringing local authorities 
and the central government department more closely together, and 
already many authorities have experienced benefits accruing from this 
closer contact. Should “the Minister’s consent” clause be retained in our 
legislation when these emergency war-time powers are terminated, a 
further approach will have been made towards your administrative 
system. 

There is yet another way in which recent legislation has brought 
the central government back into the picture as a more active partner 
than hitherto of the local authority on which the duty of enforcing the 
law depends. In order to facilitate the smooth adoption of the some- 
what complicated requirements of the new labeling law, it was thought 
only fair to food traders to put a government advisory service at their 
disposal, This service has already been responsible for advising on 
more than 50,000 food labels, with the immediate consequence that 
many labels which, for a variety of reasons, might have been the sub- 
ject of legal proceedings, have been amended and made free from the 
risk of legal challenge before being circulated in trade. In advising 
on labels, the Ministry has endeavoured to adopt as a guide the words 
of that great jurist, Sir Edward Coke, who, some 300 years ago, wrote 
“How long soever it hath continued, if it be against reason, it is of no 
force in law.” 

Friendly relations, both with local authorities and with British 
food manufacturers have been maintained in this advisory work, and 
[ am confident that the government will continue to receive this sup- 
port in any steps to improve food legislation so long as they are based 


on the words I have quoted. 


Legal Uniformity 


In my opening I acknowledged that I knew you planned to con- 
sider whether the food laws of the United States and Canada could 
be made more uniform, and I know from your Chairman that he looks 
forward to the day when a greater measure of uniformity will have 
been achieved. I am even aware that he does not exclude the United 
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Kingdom from this program! It would be premature for me to 
speak on this problem, even if there were time, but it may not be out 
of place for a visitor from overseas to suggest two developments which 
seem essential to progress in this field of your activities. 


Speaking primarily as an administrator, I am conscious of the 
fact that I neither know the food laws of other countries in detail, nor 
am I in close enough personal contact with the administrators of these 
countries. Both are essential to any complete understanding of these 
matters on the international plane. Nevertheless, we are all aware 
that remedial measures are already promised. 

The Kleinfeld-Dunn work, FEDERAL Foop, DruG, aND COSMETIC 
Act, 1938-1949 (CCH 1949), is an auspicious opening volume to your 
new reference library on United States food and drug law, which must 
prove of inestimable value. Further, we look forward with pleasure 
to Mr. Robert E. Curran’s compilation of the food and drug laws of the 
British Commonwealth, which is also promised under the Food Law 
Institute research book program. Your program here will certainly 
fill a long-standing gap in our legal knowledge. 

As to knowledge of each other, my presence here today is not only 
a tribute to your Chairman’s kindliness, but is a certain proof of the 
importance the Ministry of Food attaches to fostering closer personal 
relations with our friends on this side of the Atlantic. To me it is 
interesting to recall that when I visited Ottawa a year ago, I sug- 
gested to Dr. Morrell that nothing but good could result from regular 
meetings between officials of the United States, Canada and the United 
Kingdom, and that we should consider whether these could not be 
initiated and staged at regular intervals. I remember the welcome 
my tentative and entirely unofficial suggestion received from Dr. Mor- 
rell, but neither of us was very optimistic about getting the proposal 
translated into action. True, this meeting is not exactly what we had 
in mind, for today we government officials are here as the guests of 
your Association. Even so, I cannot help feeling that vour Chairman’s 
visits to London and Ottawa and his invitation to us today, have 
broken the ice. 

In conclusion, may I quote from an address I gave recently at 
Oslo University, when I said: 

What then of the future? Increasing attention is being paid nowadays to the 


possibility of standardizing legislation, particularly as regards uniformity of stand- 
ards, labeling and other requirements, on the grounds that it would react to the 
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Kenefit of trade and, indeed, to all concerned. References have already been made 
to such possibilities in meetings of the United Nations Organization and of West- 
ern European countries. Enthusiasts in the United States and Canada are also 
exploring such possibilities. 

Today it is a stirring experience for me to be meeting these latter 
enthusiasts and facing them, humbly but appreciatively. I assure you, 
gentlemen, that we in Great Britain will watch theeoutcome of your 
deliberations with keen interest, and we wish you all success in your 
endeavours. So far as the United Kingdom food administration 1s 
concerned, I can assure you that the spirit of appreciation of your 
work and of cooperation in your aims and ideals is very much alive. 

I thank you Mr. Chairman, and you gentlemen, for the very kind 
reception you have given me. [The End] 


{| APPENDIX 1| 
The Food and Drugs Act, 1938, Section 1. 
Restrictions on the addition of other substances to any food or drugs 
(1) No person shall add, or direct or permit any other person to add 
(a) any substance to any food so as to render the food injurious to 
health; or 
(b) any substance to any drug so as to affect injuriously the quality or 
potency of the drug, 


with the intent that the food or drug may be sold in that state 
? 


food or drug to which any substance has been so added. 


) No person shall sell or have in his possession for the purpose of sale any 


(3) A person who contravenes any of the provisions of this section shall be 

guilty of an offense 
[APPENDIX 2| 

The Food and Drugs Act, 1938, Section 3. 

Prohibition against sale of any food or drug not of the nature, substance or quality 
demanded 

(1) If a person sells to the prejudice of the purchaser any food or drug which 
is not of the nature, or not of the substance, or not of the quality of the food or 
drug demanded by the purchaser, he shall, subject to the provisions of the next 
succeeding section, be guilty of an offense 

(2) Where regulations made under this Act contain provisions prescribing 
the composition of, or prohibiting or restricting the addition of any substance to, 
any food, a purchaser of that food shall, unless the contrary is proved, be deemed 
for the purposes of this section to have demanded food complying with the provi 
sions of the regulations. 

(3) In proceedings under this section it shall not be a defense to allege that 
the purchaser bought for analysis or examination and therefore was not prejudiced 
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[APPENDIX 3) 


Defense (Sale of Food) Regulations, 1943. 

Regulation 1. 

(1) A person who gives with any food sold by him, or displays with any food 
exposed by him for sale, a label, whether attached to or printed on the wrapper or 
container or not, which falsely describes that food, or is otherwise calculated to 
mislead as to its nature, substance or quality or, in particular, as to its nutritional 
or dietary value, shall be guilty of an offense against this Regulation unless he 
proves that he did not know and could not with reasonable diligence have ascer- 
tained that the label was of such a character as aforesaid. 

(2) A person who publishes, or is a party to the publication of, an advertise- 
ment (not being such a label so given or displayed by him as aforesaid) which 
falsely describes any food or is otherwise calculated to mislead as to its nature, 
substance or quality or, in particular, as to its nutritional or dietary value, shall be 
guilty of an offense against this Regulation, unless he proves that he did not know 
and could not with reasonable diligence have ascertained that the advertisement 
was of such a character as aforesaid. 

(3) In any proceedings for an offense against this Regulation, the fact that the 
label or advertisement includes an accurate statement of the composition of the 
food shall not preclude the court from holding that the label or advertisement is of 
such a character as aforesaid. 


[APPENDIX 4] 
The Food and Drugs Act, 1938, Section 8. 


Power of Minister of Health to make regulations as to the importation, prepara- 
tion, storage, sale, delivery, etc. of food. 

(1) The Minister of Health and the Minister of Food jointly (hereafter in 
this Act referred to as “the Minister”) may, subject to the provisions of this sec- 
tion, make regulations (in this Act referred to as “Food Regulations”) for all or 
any of the purposes mentioned in any of the following paragraphs, that is to say 

(a) authorizing measures to be taken for the prevention of danger to 
health from the importation, preparation, transport, storage, exposure 
for sale, and delivery of food of various kinds intended for sale or 
sold for human consumption; 

(b) requiring wrappers or containers enclosing or containing food of 
various kinds to be labeled or marketed in accordance with the regu- 
lations; 


~— 


prohibiting or restricting the addition of any substance to, and reg 
ulating generally the composition of, any food. 


(c 


(2) Regulations shall not be made under this section with respect to bread or flour 

(3) Regulations for any of the purposes mentioned in paragraph (b) or para- 
graph (c) of subsection (1) of this section may be made with respect to cream, but, 
save as aforesaid, regulations shall not be made under this section with respect to milk 

(4) Regulations shall not be made for any of the purposes mentioned in the 
said paragraph (c) unless they are expressed to be, in the opinion of the Minister, 
necessary or expedient for preventing danger to health or loss of nutritional value. 
or otherwise for protecting purchasers. 
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[APPENDIX 5] 


The Food and Drugs Act, 1938, Section 30. 

Regulations as to the composition of bread and the addition of substances to flour 

(1) The Minister may make regulations (in this Act referred to as “Bread and 
Flour Regulations”) for all or any of the purposes mentioned in any of the fol- 
lowing paragraphs, that is to say:— 

(a) prescribing the kinds of flour other than wheat flour and the other 

substances which may be used in the making of bread for sale; 

(b) prescribing the descriptions under which bread made of flour other 
than wheat flour may be sold, and the manner in which any such 
bread is to be marked; 
prohibiting or restricting the addition of any substance, or the appli- 
cation of any treatment, to flour intended for sale or for use in the 


oO 


making of bread for sale; 
(d) prescribing the descriptions under which, and conditions subject to 
which, flour may be sold; and 
(e) for preventing danger to health from the importation, preparation, 
transport, storage, exposure for sale and delivery of bread or flour. 
(2) Regulations shall not be made for any of the purposes mentioned in para- 
graph (a) or paragraph (c) of the preceding subsection, unless they are expressed 
to be in the opinion of the Minister necessary or expedient for preventing danger 
to health or loss of nutritional value, or otherwise for protecting purchasers. 


{APPENDIX 6] 


Public Health (Imported Food) Regulations, 1937. 


Regulation 6. 

A person shall not import into England or Wales for sale for human consump- 
tion any article of food which has been examined by a competent authority and 
not found at the time of examination to be fit for human consumption or any article 
of food in the manufacture or preparation of which any such article as aforesaid 


has been used. 


Regulation 10. 
No prohibited meat shall be imported into England or Wales for sale for hu- 
man consumption and no meat or meat product shall be so imported without an 


official certificate. 


Transfer of Functions Order. 

The powers of the Minister of Health to make Regulations under Sections 8 
and 30 of the Food and Drugs Act, 1938, are now, by virtue of the Transfer of 
Functions (Food and Drugs) Order, 1948, exercised jointly by the Ministers of 
Food and Health. A similar arrangement in respect of Scotland has recently been 
made in the Transfer of Functions (Food and Drugs) (Scotland) Order, 1949. 
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ABA 


Administration of the Canadian 





Food and Drugs Act 


HERE ARE SOME PROBLEMS AND DEVELOPMENTS THAT 
HAVE ARISEN IN THE ADMINISTRATION OF THE CA- 
NADIAN FOOD AND DRUGS ACT: PROCEDURE WHEN 
ADOPTING STANDARDS, CONTROL OF NEW DRUGS, RE- 
QUIREMENTS FOR EXPORT, DIFFERENCES BETWEEN 
COUNTRIES, ADVISING THE. TRADE, AND ENFORCEMENT 
TRENDS FOR THE FUTURE 





IKE ITS COUNTERPART in the United States and other coun- 
tries, the Canadian Food and Drugs Act was established for 
the benefit of consumers. Although it is, consequently, restric- 

tive in a measure on trade, it is indirectly of benefit to the manufacturer 
or merchant who is anxious to maintain reasonable standards of 
quality and purity in his foods or drugs, since it offers him protection 
from unscrupulous or ignorant competitors. In doing so it is probable 
that there are some features, in both the law and its administration, 
which are irksome and which may seem unnecessary for public pro- 
tection to the trade. Administrators realize the value of patience and 
educational measures in explaining the purpose of the requirements 
and also of giving opportunity for compliance with the law without 
recourse to the courts. Explanations and warnings are used in secur- 
ing the cooperation of merchants who are unaware of the requirements. 

A large proportion of these difficulties occur in connection with 
imported goods or from goods manufactured in Canada by companies 


who have been accustomed to another set of rules and standards. It 
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seems to be possible for domestic manufacturers or traders to become 
accustomed to a set of rules and to have no particular difficulties in 
complying with them provided the rules have been reasonably and 
impartially enforced for a time. Many of our difficulties arise when 
rules have fallen into disuse when, after enforcement has not been 
carried out for one reason or another, the rules are then abruptly 
reinstituted. Other difficulties arise in dealing with manufacturers 
from abroad who are unaccustomed to our regulations and standards. 
In both instances, there is resentment on the part of the trade, whether 
justified or not, which, in the best interests of the country, should be 
removed, Substantial support of the trade and public is, I believe, a 
necessary prerequisite for proper enforcement of such legislation, par 
ticularly where the law has so many ramifications as the Food and 
Drugs Act. It is one of the prime objectives of the Canadian Food 
and Drug administration to obtain this cooperation, and that is one of 
the reasons I am pleased to have this opportunity of speaking to this 
group. If I understand it correctly, you are, in the main, lawyers who 
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have a particular interest, either academic or practical, in the food and 
drug legislation of the United States. Since this represents a joint 
meeting of the American and Canadian Bar Associations, I expect that 
there are Canadian lawyers present with similar interests in their 


own laws. 


I would, however, like to stimulate your interests in the laws of 
other countries as well as your own. Individually, and as a group, 
I have no doubt but that you have been influential in drafting your 
food and drug laws and in assisting in their enforcement. I also pre- 
dict that, in following the example of Mr. Charles Wesley Dunn, you 
will become even more active as this group expands and develops. 
It is, therefore, with a good deal of hope that I draw to your attention 
the administrative difficulties mentioned at the outset, which arise 
because of the differences in the food and drug’ laws and standards 
which exist between countries. 

Some of these differences may be necessary because of constitu- 
tional differences; others have arisen because, although they were 
promulgated for the same purpose, the protection of the consumer, the 
laws and regulations were developed independently by different groups 
of people working in separate parts of the world without opportunity 
for much cooperation or mutual discussion. The establishment of the 
Foop Druc Cosmetic Law JOURNAL was a real step in opening up these 
cubicles of thought and experience. The JOURNAL is a medium which 
I hope the English-speaking countries can use with mutual benefit to 
trade ideas and experiences. 

In so far as the Canadian food and drug administrators are con- 
cerned, we are stimulated and guided by the activities of our United 
States and British counterparts, and we hope that we, too, may con- 
tribute something useful to the American or British officers engaged 
in similar work. 


International Cooperation in the Drug Field 


In the drug field very real progress has already been made towards 
international uniformity by establishing an International Pharmacopoeia, 
in which eight or ten nations, including Great Britain, Canada, and the 
United States, have contributed technical and professional knowledge 
in setting up standards for about 200 of the better-known and widely- 
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used drugs. Furthermore, arrangements are being worked out to 
establish common names for these drugs by international authorities 
so that they will be universally known and recognized in all countries 
by the one designation. It is to be hoped that these standards and 
names will be adopted by national pharmacopoeias and drug laws. 
Adoption of such agreements will prevent the confusion which arises 
through the multiplicity of names for many important remedies and 
will receive the blessing not only of the medical profession but also of 
those administrative and enforcement groups, such as our inspection 
services, Who must patiently explain to an irritated exporter that the 
proper name of the drug in Canada is “thiamine,” and that he must 
have new labels printed before the product can be brought into the 
country. It must be emphasized here that, as far as protection of the 
public is concerned, any other name could be used, but the adoption 
of any name which is not generally used will raise obstacles to 
international trade. 

It may be of particular interest to this audience if I were to dwell 
for a short time on some of the requirements of the Canadian Act in 
respect to drugs, so that you may see how international cooperation 
might affect this field. The Canadian Act states that every drug shall 
be deemed to be adulterated if its strength, quality, or purity falls 
below the professed standard under which it is sold, or if when offered 
for sale by a name recognized in the latest edition of the British Phar- 
macopocia or any other pharmacopoeia, or any generally recognized 
standard work, it differs from the standard of strength, quality, or 
purity laid down therein. Unless the drug is labeled to indicate the 
standard, it is assumed to meet the requirements of the British Pharma- 
copoeia. Notwithstanding, if the drug is mentioned in a schedule to 
the Act, and if its standard is described in the regulations, no other 


name or standard may be used for that drug. 


It is evident that if the standards for a drug are not laid down 
by regulation, it may be put on the Canadian market under a great 
variety of names and strengths. To avoid this confusion, the list of 
drugs for which standards are laid down in the regulations has been 
considerably increased in the last few years. This section of the 
regulations which describes the standards is an approach to a Canadian 
pharmacopoeia, and indeed it could, and may eventually, be used for 
that purpose. 
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It is always a subject for debate as to what standard shall be 
written into the Canadian Regulations. Shall that of the United States 
Pharmacopoeia be adopted, or of the British Pharmacopoeia, or some other 
existing standard, or shall a special Canadian standard be devised? 
Unless there are important reasons for doing so, the latter course is to 
be avoided. There is no point in having differences just to be different. 
It would be an ideal course to choose the International Standard and 


nomenclature, provided it was also used by a substantial number of 
countries trading with Canada. 

Many of the irksome differences in standards, which have no real 
significance from the medical point of view, but which if they exist 
mutually exclude the products of different countries, would disappear 
and the labeling of imports would not cause the trouble it now does. 


In addition, the medical professions of various countries could 
then be talking of identical drugs in identical terms. This feature 
must not be overlooked. 

We in Canada sincerely hope that the International Pharmacopoeia 
will be a successful venture and that standards and nomenclature for 
drugs adopted in that publication will be acceptable to the majority of 
countries, This we feel can be done without loss of the best and most 
useful features of national pharmacopoeias. In many instances, it will 
be to the best interests of Canada to adopt international names and 
standards by including them in our own regulations. Where there 
are real differences in local requirements, peculiarly Canadian stand- 
ards will have to be maintained until the reasons for the differences 
disappear. This is a procedure we hope will be adopted by many 


other countries. 


Administrative Procedure When Adopting Standards 


The question inevitably arises, when choosing standards of purity 
and potency for drugs, as to what the requirements shall be. There 
are many considerations in such a choice but in the main, they revolve 
around the requirements of safety and effectiveness. These standards 
are chosen only by the Canadian food and drug administrators, after 
consultation with committees representing the medical and pharma- 
ceutical professions and the drug industries and trade. Although pub- 
lic hearings or consultations with the trade or professions are not 
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statutory requirements in the Food and Drugs Act when setting up 
food or drug standards, the officers of the Food and Drug Divisions 
are well aware of the necessity of obtaining the advice and help of these 
groups. Many embarrassing situations and false moves are thus easily 
avoided. In this connection, I feel impelled to say that the pharma- 
ceutical trade in Canada has shown a real appreciation of its respon- 
sibilities and has offered sound advice to the food and drug officials 
concerned. 


It is a pleasure also to record the helpful cooperation, and even 
collaboration, that exists between technical officers of the Food and 
Drug Divisions and the various technical committees of the United 
States and British Pharmacopoeia commissions, In several instances, 
we have actually adopted the same material standard used in these 
countries for our own use. If these two countries have different 
standards, we are forced to decide which is the better for our purposes 
or to set up another wholly Canadian standard. 


Control of New Drugs 


At the present time, there is no requirement in the regulations 
under the Food and Drugs Act of Canada that information about new 
drugs be submitted to the department in advance of marketing. It is 
a fact, however, that a considerable number of manufacturers have 
voluntarily done so. The Food and Drug Divisions have under con- 
sideration a proposal which, if adopted by the government, will result 
in a measure similar to the new drug clauses of the United States Food, 
Drug, and Cosmetic Act. This proposal has already been considered 
by a committee of manufacturers and it will be presented to the 
Minister of National Health and Welfare shortly. In drafting this 
regulation, it was not the intention to have the government assume 
the responsibility of the manufacturer for the safety of new products. 
The necessary work to establish safety must properly be carried out 
by those expecting to profit, but such a regulation would require the 
submission of satisfactory evidence to the Food and Drug Divisions of 
the. work carried out and the results obtained by the manufacturer 
to ensure that his new drug may be safely used. Requirements for 
advance information on claims, labeling, and dosage forms are also 


being considered for submission to the government. 
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Methods for Advising and Consulting the Trade and 
Professional Groups 


The scope of the Canadian Food and Drugs Act is, in some direc- 
tions, broader than its American counterpart. Under its authority are 
biologicals (vaccines and sera, for example) and advertising in all forms. 

Control of the biological products is exercised through a licensing 
system similar to that administered by the United States Public Health 
Service. Enforcement of licensing provisions requires inspection of 
plants abroad exporting to Canada, an expensive and inconvenient 
necessity which can be removed only when requirements and enforce- 
ment are uniform in this field. 

Scrutiny of advertising in newspapers, periodicals, and by radio, 
occupies a considerable part of the time of the headquarters’ staff of 
Inspection Services. In many cases, at the request of advertisers, the 
copy is reviewed before use and, by law, all radio commercials dealing 
with foods or drugs must be examined in advance of broadcast. To 
assist the trade by informing them of the departmental opinion of the 
type of advertising considered to be objectionable under the Food 
and Drugs Act, Inspection Services have prepared a booklet called 
Guide for Manufacturers and Advertisers, which will be printed shortly 
and distributed to those interested. It has already been reviewed by 
the trade, and some suggested changes have been incorporated. This 
publication should help those who are interested in complying with 
the law and may save trouble and expense for both the government 
and industry. This guide has, of course, no legal status as has a 
regulation. It is only collected opinions based on experience and 
familiarity with the law in question. An advertiser has the right to 
reject the opinions expressed, and it is for the court to decide the issue. 

Trade Information Letters are also used in advising particular 
industries as to the interpretation of new regulations affecting their 
business or for clarifying principles of enforcement adopted by the 
administration. I believe these have been very helpful and have saved 
otherwise necessary correspondence and visits and have been useful 
in assisting business in complying with the law. These Trade Infor- 
mation Letters, like the Guide for Manufacturers and Advertisers, have 
no legal status and are merely advisory. 

Although the Food and Drug Divisions has on its staff a group 
of scientists with a wide variety of expert knowledge, there are con- 
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tentious questions arising from time to time on which it is well to 
obtain opinions of experts outside the government service. For this 
purpose, the Food and Drug Divisions has a number of advisory 
boards and panels. Some of these have been set up by statutory 
authority through an order-in-council, while others are consulted, 
under the heading of professional services, for which provision is made 
in the food and drug estimates. The members of these boards and 
panels are drawn from the staffs of Canadian universities or profes- 
sional associations, and their advice has greatly strengthened the 
enforcement work by the Food and Drug Divisions. 


Requirements for Foods and Drugs Exported 


A section of the Canadian Act which may be of interest is that 
referring to exports, Section 41 states that packaged foods or drugs 
exported from Canada need not comply with the provisions of the Act 
provided they are certified to comply with the law of the country to 
which they are exported and are clearly marked for export. This 
clause, in a sense, removes them from the control of the Food and 
Drug Divisions in that nothing can be done to assure that the food 
or drug is satisfactory and safe when exported, if the food and drug 
laws of the country to which they are sent are inadequate or non- 
existent. 

It also states by inference that the product is adulterated in 
Canada if it does not comply with the laws of the country to which it 
is being sent. This throws a burden on our own administration to 
know the laws of foreign countries and to see that this class of goods 
complies with them. I can assure you that enforcement of this sec- 
tion would be much simpler if the food and drug laws were the same 
in all countries. 

In actual practice, the authorities in several countries demand a 
certificate from the Canadian exporter that the products in question 
comply with the Canadian law. This certificate is given by our men 
in accordance with the facts as we know them. 

Because of the diversity of standards and requirements of various 
countries, we would only interfere with legitimate international trade 
by demanding that all products for export must comply with Canadian 
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requirements. This-is certainly another field in which uniformity of 
requirements would materially assist in giving mutual protection. 


Enforcement Trends for the Future 


Canadian food and drug officers have been watching with interest 
the activities of officials in the United States in removing from the 
market food which is filthy or prepared under unsanitary conditions. 
Section 4 (d) of the Canadian Act defines as adulterated any food 
which is filthy, and so on, but no mention is made of the condition of 
the premises in which the food is processed or stored as a presumption 
of adulteration. Action can be taken in Canada only on the basis of 
the condition of the food itself. This adds some additional difficulties 
to enforcement but much can be done, although with greater effort in 
Canada under our present authority, to ensure that the food supply 
attains a reasonably high level of cleanliness. In this field we are now 
actively interested in cereals, dried fruits, nuts, and in some lines of 
canned goods and cheese. 

To enforce Section 4 (d) of the Canadian Act literally and rigidly 
would remove from the market many foods quite acceptable even to 
the very fastidious consumer who was aware of its condition, for it 
says that a food shall be deemed to be adulterated if it consists in 
whole or in part of any filthy, putrid, et cetera, animal or vegetable 
substance. As an example, if the shipment of food is a bag of nuts, 
the question arises inevitably as to what portion of nuts may be unsat- 
isfactory under this section for one reason or another, and the shipment 
still be considered acceptable. We have adopted an answer based on 
experience with what is good practice both at home and abroad. 
I presume that other countries have done the same. Here again, closer 
cooperation between administrative officers in various countries would 
prevent trouble and save money in the long run. A large proportion 
of our troubles with import shipments of foods has arisen through 
this form of adulteration, and the complaints from the trade are that 
the different standards and methods of inspection in different countries 
lead to their confusion and consequent failure to meet them. 


Going further in the field of food sanitation, we believe more could 


and should be done quantitatively in respect to microbiological stand- 
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ards for foods and we, of course, welcome cooperation and advice from 
those with more experience. 

Another subject, which I Know is occupying the attention of 
authorities in the United States, is the use of pesticides by the farmer 
and the food industry and residues of these poisons on foods sold to 
consumers, We are watching, with great interest, the developments 
at the Washington hearings on this subject, for we intend to make as 
much use as possible of the information disclosed there in shaping or 
modifying our own requirements. We are undertaking work on 
methods of detection and quantitative estimation of these newer eco- 
nomic poisons in foods. There is a very large rapidly growing field of 
work here; one in which there is need for all to contribute useful 
information. 


There is another field of work in which the Canadian food and drug 
administrators are greatly interested, and this is the development of 
methods for the detection of the newer synthetic narcotic drugs. The 
Laboratory Services of the Food and Drug Divtsions carries out most 
of the laboratory work for the Royal Canadian Mounted Police and 
the Narcotic Control Division of the Department of National Health 
and Welfare in the enforcement of the Opium and Narcotic Drugs Act. 
Since the war, a large number of new narcotics have been developed 
and there is always the possibility that these will appear in the illicit 
drug traffic. For successful enforcement action under the Opium and 
Narcotic Drugs Act, they must be positively identified. This has 
necessitated work on the development of methods for their recognition 
at which we have had some success. The Laboratory Services is also 
taking part in collaborative work under the United Nations in an 
attempt to establish the country of origin of opium found in the 
illicit market. 

The problem presented by the abuse of barbiturates is causing 
concern to the Canadian food and drug officials. The sale of these 
drugs is limited to prescription under the Food and Drugs Act, and 
the enforcement of this regulation is not without difficulties simply for 
lack of personnel in the Inspection Services. Facts on which to esti- 
mate the extent of the abuse of barbiturates in Canada are not yet 
available. If these should disclose that the abuse is widespread, it 
may be necessary to obtain greater authority in the Act more rigidly 
to supervise their sale. 
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Review and Reorganization of the Canadian Act 


The Food and Drugs Act of Canada has been in existence, in one 
form or another, for a good many years, and although it provides the 
necessary authority, with a few exceptions, for adequate protection of 
the consumer, the wording of the Act and arrangement of its clauses 
leave something to be desired in respect to clarity and logical arrange- 
ment. A committee of the department is now engaged in a study of 
the Act with a view to recommending to the government an amend- 
ment which will clarify and simplify it. This study provides our legal 
advisors and administrative officers with the incentive to examine 
similar legislation of other countries and the opportunity to incorporate 
their best features and working in our own Act. 


In conclusion, I am happy to express the appreciation of the Food 
and Drug Divisions for the cooperation we have always received from 
American and British food and drug officials, and for the opportunity 
to speak to this audience. I hope that our relationships with those 
groups and with the members of this body will grow even more useful 
to all of us since I am sure we all have the same objective: honestly 
advertised pure foods and safe drugs. [The End] 








New Drugs Research 


Presidential approval of the omnibus appropriations bill for 1951 
makes available $3,600,000 for research with the new drugs, cortisone 
and ACTH (adrenocorticotropic hormone), into a number of diseases, 
Federal Security Administrator Oscar R. Ewing has announced. The 
entire sum is allocated for research grants to non-Federal institutions 
and scientists. The research will be directed toward evaluating pre- 
liminary results already achieved with these compounds and toward 
further investigation of their possible dangers and benefits. Grants 
will be made largely for study of the compounds in relation to arthritis 
and cancer, mental and neurological, metabolic and cardio-vascular 
diseases, as well as for basic laboratory studies on the general biolog- 
ical effects of the compounds (Federal Security Agency Release A839, 


September 14, 1950). 
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The Canadian Approach 


to Enforcement Problems 


BY WILLIAM W. GOODRICH e e e e 


. OUR REGULATORY PROBLEMS ARE BASICALLY THE 
SAME AND THEY HAVE BEEN SOLVED IN SIMILAR WAYS. 
THE MECHANICS OF REGULATIONS DIFFER, BUT THE 
END RESULTS IN TERMS OF CONSUMER PROTECTION 
ARE ALMOST IDENTICAL,” STATES THE AUTHOR 


competent student of the Canadian Food and Drugs Act. I am not. 

I was greatly impressed at the last meeting of this Division with 

the fact that I knew so little about Canada’s law. Mr. Curran’s paper 
excited my interest, and I believe it will be instructive to consider some 


|. WOULD BE PRESUMPTUOUS for me to suggest that Iam a 


of the problems that now loom large in the enforcement of the Federal 
Food, Drug, and Cosmetic Act to see how our Canadian friends have 
met them or probably would meet them. I have drawn heavily on 
Mr. Curran’s excellent papers in the Foop DruG Cosmetic Law 
QUARTERLY." [| have also had the assistance of a lecture which he 
delivered at New York University and of private communications 
with him. 

This treatment must, of necessity, be sketchy and brief, but some 
of the important differences between Canadian law and our own can 


be illustrated by the specific features discussed below. 





a ‘Canada's Food and Drugs Act” [1 Regulations” [4 FOOD DRUG COSMETIC 
FOOD DRUG COSMETIC LAW QUAR- LAW QUARTERLY 391]. 
TERLY 492]: ‘‘Canada’s Food and Drug 
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THE AUTHOR IS PRINCIPAL ATTORNEY, 
FOOD AND DRUG DIVISION, FEDERAL 
SECURITY AGENCY 





Executive Seizures Under Canadian Law 

Canadian law knows no judicial action comparable to the seizure 
suit authorized by the Federal Food, Drug, and Cosmetic Act. Seizure 
in Canada is an executive action. The inspector who has reason to 
believe that any article of food or drug, wherever produced, is held or 
exposed or offered for sale in violation of the Canadian Food and Drugs 
Act may seize and hold the article.*, Two portions of the sample which 
the inspector collects are forwarded to the Dominion analyst.* One 
portion is delivered to the seller of the article. The Dominion analyst 
examines a portion of the sample and this includes an analysis of the 
labeling.’ The results are certified, with a statement in cases involving 
adulteration whether the analyst considered the adulteration injurious 
to the consumer.® 

The seller is given a copy of the certificate.’ It is final unless the 
Minister is promptly notified in writing of intent to present evidence 
to controvert it with an explanation of the nature of the evidence.® 
After consideration of this evidence, the Chief Dominion Analyst may 
decide that the second portion of the sample should be examined. His 
certificate on this examination is conclusive.® 

When the Dominion analyst reports to the Minister that the food 
or drug is adulterated or misbranded, the Minister may declare the 





2 Food and Drugs Act (Canada), Section * Food and Drugs Act (Canada), Section 

9 (3). 13 (2) 
Food and Drugs Act (Canada), Section 7 Food and Drugs Act (Canada), Section 

11 (¢c). 11 (cc) ° 

‘Food and Drugs Act (Canada), Section * Food and Drugs Act (Canada), Section 
ll (c¢). 14 

5 Food and Drugs Act (Canada), Section ®* Food and Drugs Act (Canada), Section 
13 (2) 15 (2) 
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article, or so much as has been found to be adulterated or misbranded, 
forfeited to the Crown."® 

The most significant departure that this makes from our way of 
doing things is in the authorization for executive seizures and in the 
control of products wherever produced. No court action is involved 
and the Dominion law is not limited by considerations of interstate 
commerce, 

During the early stages of the legislative history of the Federal 
Food, Drug, and Cosmetic Act, a provision was psoposed to permit 
executive seizures of articles “imminently dangerous to health.” This 
was to be followed by the prompt filing of a libel in court where the 
claimant could defend his goods.'' This proposal, even though nar- 
rowly confined, was so highly controversial that it was soon stricken 
from the bill..* One of the weaknesses in the present Federal law is 
that no provision is made to require that goods be held from the time 
of sampling until analysis is made, a libel prepared and filed, and the 
monition executed by the United States Marshal. However, coopera- 
tion of persons holding foods and drugs and of state and city authori- 
ties, who generally have power to quarantine or embargo suspected 
goods,’* have minimized the practice of spiriting suspected foods or 
drugs away after a sample has been taken but before the Marshal 
arrives. 

The Federal Food, Drug, and Cosmetic Act, unlike the Canadian 
Act, very clearly places upon the claimant of offensive articles the task 
of separating good from the bad in a mixed lot. A procedure is pro- 
vided for taking articles under bond after the entry of a decree and 
upon payment of costs by the claimant.’* The claimant has the job 
and expense of segregation after condemnation, and if it cannot be 
done successfully the entire lot is destroyed or converted to non-food 


or non-drug use.*® 





” Food and Drugs Act (Canada), Section 
21 (2) 

11S. 2000 and S. 2800, Seventy-third Con- 
gress, Second Session, Section 16 (a); S. 5, 
Seventy-fourth Congress, First and Second 


Sessions, Section 711. These bills appear 
in Dunn, Federal Food, Drug, and Cos- 
metic Act (1938), pp. 52, 71, 191. which 


contains a complete statement of the legis- 


lative hisfory of the Act. See also pp. 
61, 102, 128, 148, 164, 232, 263, 379. 
2 Dunn, Federal Food, Drug, and Cos- 


metic Act (1938), pp. 506, 528, 546 
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™ See Wash. Rev. Stats. 6163-78, 6163-79 


(Rem. Supp. 1945): N. Y. Consol. Laws, 
Book 2B s. 202-b (McKinney, 1938); 24 
N. J. S. A. 412 (1940); Fla. Stats. Anno. 


500.06 (1943) 

"™ Federal Food, Drug, and Cosmetic Act, 
Section_304 (d), 21 U. S. C. 334 (4d). 

5321 U. S. C. 334 (d). United States v. 
431% Gross . Rubber Prophylactics, 
65 F. Supp. 534 (DC Minn., 1946); affirmed 
sub. nom., Nathan and Michael Gellman 
. . « © United States, 159 F. (2d) 881 
(CCA-8: 1947) [CCH FOOD DRUG COS 
METIC LAW REPORTS 1 7045] 
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In Canada, the procedure is not so carefully defined. On the con- 
trary, the Act seems to provide that the Dominion analyst has a 
responsibility for deciding how much of an article is offensive.’® 

An apparent limitation in the Canadian law would seem to lie in 
authorizing seizure of offending articles only when they are adulterated 
or misbranded.'*? The comprehensive regulations that have been 
adopted by the Governor in Council under the authority of the Act 
provide many requirements, the violation of which does not constitute 
either adulteration or misbranding, and therefore these offending articles 
would not be liable to seizure. For example, the cheese holding regu- 
lations, which are essentially health regulations, require cheese to be 
held under prescribed conditions before sale."* A violation, however, 
of these regulations in terms of selling immature cheese would neither 
be adulteration nor misbranding and the cheese would not be liable 
to seizure.’® 

The Federal Food, Drug, and Cosmetic Act has made every effort 
toward consistency in the seizure and criminal sections. The plan is 
to make the two co-extensive. This has been done by defining 
practically every violation of the Act in terms of misbranding or 
adulteration. When new prohibited acts are defined, the sections 
defining adulterated or misbranded foods, drugs, or cosmetics are 
similarly modified. For example, when the Act was amended to pro- 
vide for certification of penicillin, Section 502 was amended by adding 
to it subsection (1) providing that a drug is misbranded if it purports 
to be a drug composed wholly or in part of penicillin unless it is from 
a certified batch.2° And the seizure section expressly authorizes seizure 
of new drugs for which no application is effective, though such a 
product is not declared by the Act to be adulterated or misbranded.* An 
exception is required to prove every rule. The recent oleomargarine 
amendment provides no authority for the seizure of colored oleo- 
margarine held in violation of Sections 407(b) and (c).** The sale, 
offering for sale, or possession of the proscribed article may be enjoined, 


however." 








Food and Drugs Act (Canada), Section 2 21 U.S. C. 352 (1). 
21 (2). 2121 U. S. C. 334 (a). 

% Food and Drugs Act (Canada), Section 2 Public Law 459, Eighty-first Congress, 
21. Second Session. ‘ 

1% Food and Drug Regulations, B. 08.020— *8 Public Law 459, Eighty-first Congress 
B. 08.024. Second Session, Section 3 (b). 

”® Food and Drugs Act (Canada), Section 
21. 
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Multiple Seizures 

Canada has no limitations on the number of executive seizures 
that may be made on the basis of the same alleged misbranding. In 
this country, the recent Mytinger & Casselberry litigation generated a 
great deal of heat and finally cast some light on this subject. It now 
is settled under our law that more than one seizure suit may be insti- 
tuted involving the same alleged misbranding whenever the designated 
officials of the Food and Drug Administration have probable cause to 
believe, from facts found without a hearing, that the labeling of the 
misbranded article would be in a material respect misleading to the 
injury or damage of the purchase or consumer.** 

The company was successful in convincing the special district 
court that the consequences of the mere initiation of numerous suits 
against different shipments of its vitamin-mineral preparation were so 
great that the statute was invalid in failing to afford it, as the prospec- 
The 


Supreme Court, of course, reversed, holding that the due process clause 


tive claimant, an administrative hearing before filing the suits.*® 


of the Fifth Amendment requires no hearing as a prerequisite to the 
institution of a law suit. The opportunity to defend the cases on their 
merits was held to satisfy the requirements of due process. 

The Supreme Court noted the damage that could be done to a 
business by the initiation of numerous seizures.** The counterbalance 
was the public interest against deception pending the settlement of the 
litigation.**7 It was pointed out that where only property rights are 
concerned, due process is satisfied if there is at some stage an oppor- 
tunity for a hearing and judicial determination.** The Court went one 
step further, however, and stated that the summary destruction of 
property without prior notice or hearing for the protection of the public 


’ 


health is a recognized practice in our law.*® It saw no constitutional 


reason why the Congress could not, if it wished, extend that area of 





*21 U. S. C. 334 (a) (2); Ewing v. My- = Ewing v. Mytinger & Casselberry, 94 


tinger & Casselberry, 94 L. Ed. 776, 70 S. 
Ct. 870 (1950) [CCH FOOD DRUG COS- 
METIC LAW REPORTS f 7156]. 

% Mytinger & Casselberry v. Ewing et al., 
87 F. Supp. 650 (DC D. C., 1949) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
§ 7136]. 

*% Ewing v. Mytinger & Casselberry, 94 
L. Ed. 776, 780, 70 S. Ct. 870 (1950) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
7156). 
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L. Ed. 776, 780, 70 S. Ct. 870 (1950) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
7156). 

%* Ewing v. Mytinger & Casselberry, 94 
L. Ed. 776, 780, 70 S. Ct. 870 (1950) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
{ 7156). 

» Ewing v. Mytinger & Casselberry, 94 L. 
Ed. 776, 780, 70 S. Ct. 870 (1950) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
§ 7156] 
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control to prevent the “public damage [that] may result even from 
harmless articles if they are allowed to be sold as panaceas for man’s ills.” *° 

The Court probably would approve as constitutional a seizure 
procedure comparable to the Canadian executive seizure. At least, 
there is no reason to doubt the constitutionality of the many municipal 
and state laws that authorize seizure by executive action. It is beyond 
doubt that the Constitution does not require the number of seizures to 
be limited. Multiple seizure restrictions, which do not even exist under 
Canadian law, rest in this country upon statutory bases and not upon 


constitutional limitations. 


Criminal Cases 

The Canadian Food and Drugs Act and the regulations, which 
have the same effect as if incorporated in the Act, have prescribed 
numerous offenses under the criminal law, In fact, the Act is said to 
be within the limitations of the British North American Act, the basic 
law of Canada from which the Dominion Parliament derives its powers, 
because it is an enactment in the field of criminal law.** The power 
to define crimes was granted in the fundamental law. 

In the practical operation of the statute, most offenses are prosecuted 
on what is called summary conviction before a magistrate.** The Act 
does not provide, as does the Federal Food, Drug, and Cosmetic Act,** 
that the prospective defendant be afforded an opportunity to present 
his views regarding the proposed prosecution. However, Mr. Curran 
tells us that the prospective defendant normally is given notice of 
intention to prosecute along with a copy of the certificate of analysis 
showing that the article was in violation of the law.™ 

Under our procedure, the prosecution is filed and prosecuted by 
the United States Attorney.* It is heard as any other criminal case in 
the United States District Court. In Canada, the prosecution is begun 
by the sworn complaint of the Food and Drug Inspector.” 

The Canadian prosecution has the great advantage of speed. 
Normally, under the procedure prescribed for summary conviction, the 











%® Ewing v. Mytinger & Casselberry, 94 L 
Ed. 776, 780, 70 S. Ct. 870 (1950) [CCH 
FOOD DRUG COSMETIC LAW REPORTS 
§ 7156]. 

%1 Standard Sausage Company v. Lee, 61 
Canadian Criminal Cases 95. 

® Curran, ‘‘Canada’s Food and Drugs 
Act,’’ [1 FOOD DRUG COSMETIC LAW 
QUARTERLY 492, 506]. 
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case is heard and determined within two weeks after the complaint is 
filed.*7 It has the disadvantage of low penalties. The normal range 
of penalties is not more than $200 or less than $50 or imprisonment 
for not more than three months, or both.** Higher penalties are pro- 
vided for subsequent and wilful offenses.*® Here, of course, a fine of 
up to $1,000 or imprisonment for up to one year, or both, are author- 
ized.*° The average penalty is between $600 and $800.** Greater 
penalties are provided for subsequent and wilful offenses.” 

The Canadian Act permits the defendant to settle his case, if it is 
a first offense, by payment to the Minister of an amount within the 
limits of the penalty provided.** This seems to be a favored method 
of disposing of cases, since in the fiscal year ending March 31, 1949, 
38 of the 54 legal proceedings instituted were settled by voluntary 
payments.** 

There are few judicial actions under the Canadian law and almost 
no reported decisions that can be relied upon as precedents for the 
guidance of the public and enforcement officials.*® That law is very 
flexible, changing to meet changing needs through the device of dele- 
gated legislation. When a deficiency in the law appears, or when a 
new rule is deemed necessary for any other reason, a regulation having 
the force of law is promulgated, Judicial interpretation plays a minor 
role in enforcement. In this country, on the other hand, judicial deci- 
sions in cases involving new products and new developments give our 
Enforcement officials are both aided and 
On the basis of 


law the flexibility needed.* 
guided by the written opinions of our Federal courts. 
our experience, I am sure that Canadian officials frequently feel the 


need for judicial guidance. 


Food Standards 


There are two notable distinctions in the food standard programs 


under Canadian and United States law. First, the elaborate public 





a Curran, “Canada’s Food and Drugs 
Act,”" [1 FOOD DRUG COSMETIC LAW 


#221 U.S. C. 333 (a) and (b). 
* Food and Drugs Act (Canada), Section 








QUARTERLY 492, 506]. 

% Lecture delivered by Mr. 
New York University. 

%* Food and Drugs Act (Canada), Sections 
23, 27, 32, 33. 

#21 U.S. C. 333 

** Annual Report of the Federal Security 
Agency, Food and Drug Administration, 
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procedures required for the promulgation of standards under the Fed- 
eral Food, Drug, and Cosmetic Act *’? have no counterpart in the 
Canadian Act. In Canada the procedure includes referral of the drafts 
of food standards to the interested industry groups for comment in 
advance of promulgation.** That referral is a matter of administrative 
grace rather than of statutory requirement. No public proceedings are 
held. The standards have the same force and effect as if embodied 
into the Act. They may be changed in a minimum of time without notice, 
hearing, or any public proceedings.*® 


Section 701(e) and (f) of the Federal Food, Drug, and Cosmetic 
Act adapted procedures from Federal statutes dealing with administra- 
tive adjudication to the rule-making process of food standardization.” 
Considerable litigation has been necessary to establish the principle 
that the adjudicatory procedures did not fundamentally change this 
rule-making into adjudication, and that the procedures must yield to 
the practical needs of administrative rule-making.” 


Enlightened judicial construction has greatly facilitated the pro- 
gram of standardization. But our procedures do make food stand- 
ardization a tremendous and expensive task for industry and for 
government. I can make the point merely by reference to the 17,130-page 
and 506-exhibit record in the recent bread standardization proceeding. 
The requirement of notice, public hearing, detailed findings of fact, 
and provision for judicial review by a court of appeals and the Supreme 


Court make for a formalized administrative proceeding. 


The other striking difference is in the regulations themselves. 
The Canadian regulations are quite simple. Ours are much more 
technical and specific. Compare, for example, the cheese standards 
in Canada which require less than three pages of The Canada Gazette ™ 











47 21 U.S. C. 371 (e). 

48 Curran, ‘‘Canada's Food and Drug Reg- 
ulations,”” [4 FOOD DRUG COSMETIC 
LAW QUARTERLY 391, 396]. 

* Curran, ‘Canada’s Food and Drug 
Regulations,”” [4 FOOD DRUG COSMETIC 
LAW QUARTERLY 393, 396]. 

% 21 U. S. C. 371 (e) and (f). Compare 
S. 5, Seventy-fifth Congress, Third Session, 
Section 701 (e) and (f) as reported to the 
House, H. R. Report 2139, Dunn, Federal 
Food, Drug, and Cosmetic Act, pp. 810, 
824, with S. 5, Seventy-fifth Congress, Third 
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with the Federal standards for cheese which require 17 pages of the 
Federal Register, which are preceded by 183 detailed findings of fact,” 
which were based on a record of more than 5,600 pages. 

The difference is the product of different enforcement techniques. 
To apply a standard under Federal law, it must be detailed enough to 
withstand attacks based upon uncertainty and to permit relatively 
simple proof of deviations. Under Canadian law, enforcement is 
largely through voluntary cooperation; the need for regulations that 
will withstand strong court attack is not so great. 


Drugs 


The Canadian Act and regulations establish drug controls that are 
significantly different from ours. The Canadian Act authorizes the 
Governor in Council to adopt regulations prescribing standards of 
quality for any drug,** to prescribe packaging or labeling, to prevent 
deception as to the character, strength, quality or quantity of any 
drug,®® to prohibit or restrict ingredients which may be injurious to 
health,®* to define the conditions of sale of any drug,” and to avoid 
false, exaggerated, or misleading claims.** The Act has appended 
to it two lists called Schedule A ** and Schedule B,® the first of which 
enumerates specific conditions for which no drug may be recommended 
or sold to the general public, and the second of which provides a list 
of drugs for which special regulations are deemed necessary. 


Schedule A 


Schedule A is a list of disease conditions for which no drug may 
be recommended or sold to the general public. The list may be 
increased or decreased by regulations. The diseases listed include 
cancer, diabetes, tuberculosis, venereal diseases, and disorders of the 








15 Federal Register 5656-5690, August * Food and Drugs Act (Canada), Section 

24, 1950. 3 (i) states that the Minister may add to or 

*% Food and Drugs Act (Canada), Section remove from the list contained in Schedule 
3 (a). A such abnormal physical states, disorders, 

% Food and Drugs Act (Canada), Section diseases, or symptoms of diseases as may 
3 (b). be necessary jm the public health. 

%* Food and Drugs Act (Canada), Section ® Food. and Drugs Act (Canada), Section 
3 (k). 3 (i) also provides for adding to or re- 

*% Food and Drugs Act (Canada), Section moving from Schedule B such material as 
3 (kk). may be necessary. 

5 Food and Drugs Act (Canada), Section 
3 (m) 
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menstrual flow."'| The purpose of this schedule is to obviate the necessity 
for proving that the claims are false, and more effectively to discourage 
exploitation of the public through the sale of articles for diseases that 
can not be treated safely and effectively through self-medication. 
Under the Federal Food, Drug, and Cosmetic Act we must estab- 
lish in each case, through the testimony of expert witnesses, that claims 
with respect to any disease are in fact false or misleading. Several 
early drafts of the Act included lists of diseases comparable to Schedule 
A of the Canadian Act.** The declared purpose of this provision was: 
to discourage the public advertisement for sale in interstate commerce of drugs 
for diseases wherein self-medication may be especially dangerous, or patently con- 
trary to the interest of public health.™ 
One draft authorized additions to the list, but the authorization was 
stricken by the Senate The entire provision was 
eliminated when advertising control was taken out of the bill, and it 
does not appear in the Wheeler-Lea Amendment ® to the Federal 


Committee.** 


Trade Commission Act. 

A list of this kind eliminates the need for protracted trials to prove 
through scientific evidence, facts that are very well-known among 
medical men. Some flexibility is required for the modification of the 
list when new remedies are discovered. 

While the Canadian technique is worthwhile in cases of outright 
claims, it has limited value in dealing with a problem that is becoming 
more common today in this country. Most advertisements to the 
general public are in terms of symptoms rather than of specific diseases. 
Today, there are few examples of labeling in which specific diseases are 
mentioned. The usual promotional material features symptoms which 
might be caused by one or several of the diseases specifically named 
in the Canadian Schedule A. Undoubtedly a similar problem exists in 
Canada which will limit specific attack under this Schedule. For 
example, obesity treatment sold as dietary plans would hardly offend 





*1 Schedule A of Food and Drugs Act Seventy-fourth Congress, First Session, 





(Canada). 

“2S. 2800, Seventy-third Congress, Sec- 
ond Session, Section 9 (c), Dunn, Federal 
Food, Drug, and Cosmetic Act, p. 77; S. 5, 
Seventy-fourth Congress, First Session, 
Section 601 (b), Dunn, Federal Food, Drug, 
and Cosmetic Act, p. 224. 

*.S. 2800, Seventy-third Congress, Sec- 
ond Session, Section 9 (c), Dunn, Federal 
Food, Drug, and Cosmetics, p. 77: S. 5, 
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Schedule A’s prohibition of sale of a drug for the treatment of obesity. 
Such claims might, however, offend the prohibition against false, 
exaggerated, and misleading advertising.® 

The essence of the offense in Canada seems to be the advertise- 
ment to the general public of a drug as a treatment for a specific disease 
or condition.** Though there has been no judicial construction of 
“advertisement to the general public” it seems to me that this would 
greatly limit the effectiveness of Schedule A in its applicability to false 
claims disseminated to relatively small groups. 


Schedule B 

Section 6 of the Canadian Act authorized special regulations 
respecting several classes of drugs described in Schedule B, which 
schedule is changed from time to time by adding new classes of drugs 
to and by deleting classes from it. 

The regulations divided Schedule B into five parts according to 
the nature of the drug and the type of control deemed necessary. 
Part I included hormones and like drugs. Part II included drugs that 
purport to be sterile and are intended for parenteral use. Part III 
included drugs prepared from micro-organisms, viruses, toxins, sera, 
antibiotics, and analogous preparations. Part IV included organic 
compounds of arsenic and analogous products for parenteral use. And 
Part V listed 50 drugs by name. 

The Governor in Council prescribes standards of quality and 
potency for these drugs which take precedence over the standards pre- 
scribed in the British Pharmacopoeia.** No such regulatory authority 
has been granted under the Federal Food, Drug, and Cosmetic Act. 
If the Administrator considers tests and methods of assay prescribed 
in an official compendium insufficient, he may, after calling the insuf- 
ficiency to the attention of the revision body and allowing a reasonable 
time for revision, prescribe tests and methods of assay.° Such regula- 
tions may be promulgated only after notice and public proceedings, and 
must be based upon substantial evidence of record at the public hear 
ing.”? In more than ten years of enforcement no such regulations have 


been promulgated. 





*” Food and Drugs Act (Canada), Section 


* Food and Drugs Act (Canada), Section 


71 (3) 6 (3) 
* Food and Drugs Act (Canada), Section ” 21 U.S. C. 351 (b) 
6A 121 U.S. C. 371 (e) 
* Food and Drugs Act (Canada), Section 
6 (3) 
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In the case of insulin, the Administrator is forbidden to prescribe 
any standard of identity or of strength, quality, or purity different from 


9 


the standards prescribed in an official compendium.** But, in the case 
of the antibiotics, the Act provides that compliance with the terms of 
the law shall be determined by the application of standards prescribed 
by regulations of the Administrator."* Standards of the official com- 
pendia apply only after particular antibiotic drugs are exempted from 
certification.” 

The Schedule B drugs in Part II (sterile drugs for parenteral 
use)" and in Part III (antibiotics, viruses, among others) are subject 
to stringent licensing control of manufacturers. 


The license is an annual one; it is issued after inspection of the 
plant, study of the qualifications of personnel, and study of the prin- 
ciples of manufacture and the equipment employed; and it is condi- 
tioned upon the licensee’s maintaining the premises under the direct 
control of a responsible qualified person and keeping satisfactory 
records of manufacture, testing, and distribution.” 

Under Federal law, the Public Health Service exercises a some- 
what comparable control over the manufacture of biologic preparations 
for human use.” The Department of Agriculture licenses manufac 
turers of virus-serums-toxins for animal use.** 

The Federal Food, Drug, and Cosmetic Act subjects to certifica- 


tion all preparations containing insulin,*® penicillin, streptomycin, 


aureomycin, chloramphenicol, and bacitracin.*® Manufacturers and dis- 
tributors are required to submit sample portions of each production 
batch of any drug containing any portion of these drugs for predis- 
tribution testing and certification, Canada regulates arsenicals for 
parenteral use in this way.*? 


These drugs are subjected to no special controls in the United 
States. Regulation is effected under the general terms of the law 








7221 U. S. C. 356 (a). 

® 21 U. S. C. 387. 

% 21 U. S. C. 357 (e). 

™ Schedule B as amended by Order in 
Council P. C. 1536 of April 5, 1949, as 
amended by P. C. 3482 of July 13, 1949, 
and by P. C. 4681 of September 13, 1949. 
For a definition of ‘‘parenteral use’’ see 
Food and Drug Regulations as made by 
the Orders in Council cited above, A. 02.018. 


Page 678 


7 Food and Drugs Act (Canada), Section 


6 (3). Food and Drug Regulations, C. 
03.001 to C. 03.022, and C. 04.001 to C. 
04.034. 

7 42 U.S. C. 262. 


21 U. S. C. 151, et seq. 

% 21 U.S. C. 356. 

#21 U.S. C. 357. 

"Food and Drug 
06.130-131. 


Regulations, C. 


Food Drug Cosmetic Law Journal—October, 1950 








defining misbranding and adulteration. New drugs in this category 
must be shown to be safe for use under their labeling conditions before 
they may be distributed.* 

Canada recognizes the manufacturer’s right to keep off the label 
of proprietary and patent medicines the formula or list of medical 
ingredients, but license control has been established to protect the 
public.** The Proprietary or Patent Medicine Act, administered by 
the Minister of Health and Welfare, establishes the special controls. 

Proprietary or patent medicine is defined as an artificial remedy 
or prescription manufactured for the internal or external use of man, 
the name, composition, or definition of which is not to be found in 
official pharmacopoeias or upon which the true formula or list of 
medicinal ingredients is not conspicuously placed.** 

A drug is considered a patent medicine only if the ingredients 
thereof are not lisited. The Canadian Act seems to give a manufac- 
turer the choice of listing the ingredients and coming under the 
Canadian Food and Drugs Act or omitting such a listing and being 
governed by the terms of the Proprietary or Patent Medicine Act. In 
contrast, under Section 502(e)(2) of the Federal Food, Drug, and 
Cosmetic Act, all active ingredients of every drug must be listed.* 
The only exemption is where space will not permit the listing. 

Under the Canadian Act the manufacturer of a proprietary or 
patent medicine must register his formula and statement of uses with 
the Minister before offering the drug for sale.** No claims may be 
made that the medicine will cure a disease.*’ False and exaggerated 
claims are prohibited.** The application for registration must state 
the type and quantity of certain dangerous drugs contained in the 
medicine.*® Some narcotic and dangerous drugs are prohibited in 
patent medicines.*” The Minister may require that manufacture be 
continually supervised by a chemist or pharmacist.” 

Upon registering, the manufacturer is given a registry number 
which must appear in the labeling of the article.**? An annual license 








8 21 U. S. C. 355. * Proprietary or Patent Medicine Act, 

8 Proprietary or Patent Medicine Act Section 8 (f). 
(1908), Chapter 56, Section 1, et seq., R. S., ” Proprietary or Patent Medicine Act, 
C. 151. Section 4 (2). 

% Proprietary or Patent Medicine Act, * Proprietary or Patent Medicine Act, 
Section 2 (d). Sections 7 and 8 (a). 

% 21 U.S. C. 352 (e) (2). ™ Proprietary or Patent Medicine Act, 


8 See Curran ‘‘Canada’s Food and Drugs _ Section 4 (3). 
Act,”” [1 FOOD DRUG COSMETIC LAW “@ Proprietary or Patent Medicine Act, 


QUARTERLY, 492, 495]. Section 4 (6). 
% Proprietary or Patent Medicine Act, 
Section 8 (e). 


Canadian Approach to Enforcement Problems Page 679 








to sell the medicine without disclosure of the formula is issued, and 
it may be revoked for cause.** Presumably, revocation could be based 
upon the use of false or exaggerated claims. No proprietary or patent 
medicine may be sold from door-to-door, upon a public place or high- 
way, or through the mails.** Failure to register the drug subjects it 
to seizure and the manufacturer to prosecution.” 

The Canadian Act offers advantages over our law in authorizing 
the Minister to pass on the formula and labeling in advance, and to 
control exaggerations through license revocation. The Canadian pro- 
hibition against claims of cures seems to be an advantageous provision. 

Our new drug controls offer an advance look at the formulae of 
new products and their labeling, but only from the standpoint of safety 
for use. °° Our requirement of full label disclosure of active ingredients 


is definitely in the interest of consumers. 


Prescription Drugs 


The Canadian Act authorizes the Governor in Council to promulgate 
regulations defining the conditions of sale of any drug.*’ Under this 
authority, a group of drugs has been limited to sale on the individual 
prescription of a physician. This is done by establishing a list of drugs 
that may be sold only on prescription.** Articles are lisited in general 
terms, for example: barbituric acid and any salt, homologue, or 
‘prescription’ 


799 . 


‘ as: 


derivative thereof. The regulations define a 

a written order issued and signed by any person authorized to treat patients with 
drugs in any province of Canada directing the dispensing of a stated amount of any 
drug or mixture of drugs to the patient named in the order, 


100 


And the regulations provide that: 


No person shall sell a drug named or included in Appendix IV except on pre- 
scription, nor shall any person refill such prescription unless the prescriber thereof 
so directs in writing thereon. 

Mr. Curran tells us that these regulations have been favorably 
received by the professional group concerned, and that they have 
effectively controlled the unauthorized use of barbiturates.” 





*% Proprietary or Patent Medicine Act, % Food and Drug Regulations, C. 01.016, 
Sections 6 and 13. Appendix IV. 

™ Proprietary or Patent Medicine Act, ® Food and Drug Regulations, A. 02.016 
Section 11. ‘ 1 Food and Drug Regulations, C. 01.016 

% Proprietary or Patent Medicine Act, Curran, ‘‘Canada’s Food and Drug 
Sections 12 and 15 Regulations,"" [4 FOOD DRUG COSMETIC 

% 21 U. S. C. 355. LAW QUARTERLY 391, 404, 405]. 

™ Food and Drugs Act (Canada), Section 
3 (kk). 
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The Federal Food, Drug, and Cosmetic Act requires that the 
labeling of any drug bear adequate directions for use, but authorizes 
the Administrator to promulgate regulations exempting drugs from 
this requirement when it is not necessary for the protection of the 
public health.’ 


This section provides the basis for restricting one class of drugs 
to the prescription department. The regulations provide an exemp- 
tion for the drugs which, because of toxicity or other potentiality for 
harmful effect or because of the method of use or collateral measures 
necessary, are not generally recognized among qualified experts as 
safe and efficacious for use otherwise than under professional supervi- 
sion.*** The rationale of the regulation is that drugs which are unsafe 
or inefficacious for use in self-medication should not be dispensed 
except on prescription. If they are dispensed on prescription the 
physician provides the directions for use, and public health does not 
require that the labeling bear directions other than those specified by 
the physician. If the drugs are dispensed over the counter, that is, 
without a prescription, the exemption does not apply. The action of 
a pharmacist of dispensing prescription drugs over the counter violates 
Section 301(k) of the statute; ?* it is the doing of an act with respect to 
a drug while it is held for sale after shipment in interstate commerce 
which results in the drug’s being misbranded. If the drug is dispensed 
without any directions, it is misbranded because of the failure to 
provide directions. If the dispenser undertakes to write directions, 
the drug is misbranded because it is dangerous to health under labeling, 


which suggests use without professional supervision.'’® 


We have not prepared a list of drugs that may be dispensed only 
on prescription. Such a list would, of necessity, be quite long to be 
useful to a pharmacist. Under the present system, the label on the 
interstate bottle carries the warning to the dispenser that the drug 
must be dispensed only on prescription; '°® he need not look to a list 
to determine that fact. 

There has been criticism from pharmacists because the Food and 
Drug Administration has not issued a prescription list. The principal 
complaint is that the regulations permit the manufacturer to choose 








12 21 U.S. C. 352 (f). 105 9 
“8 21 CFR 1.106. 10 9 
‘21 U. S. C. 331 (k); 21 CFR 1.106(j) 


U.S. C. 352 (j) 
CFR 1.106 (b) (4) 
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whether he will limit his product to counter or to prescription sale. 
But it is the nature of the drug which makes the difference. The manu- 
facturer has no choice. If adequate directions for use in self-medication 
can be written, they must be written and the drug must be sold as a 
non-prescription item. If adequate directions cannot be written, the 
drug must be dispensed on prescription. 


The question of refills is a debated one in this country at the 
present time. The Food and Drug Administration has taken the same 
view as expressed in the Canadian regulations: that is, that a prescrip- 
tion is a written order for the delivery of a specified amount of drug 
to a named individual. Refills can be made only upon the physician’s 
authorization. 


Vitamins 

The Canadian method of controlling vitamin claims is of special 
interest to us today, since the use of vitamin pills has become some- 
thing of a vogue, and the representations for their efficacy have far 
exceeded the present state of scientific knowledge. In Canada, the 
allowable claims that may be made for vitamins are established by 
regulations. These regulations are, incidentally, a result of coopera- 
tion between government and industry. The regulations prohibit 
entirely the use of testimonials on the label or in advertising.” They 
prohibit any assurances to the general public regarding results to be 
obtained from treatment by vitamin medication or from the addition of 
vitamins to the diet.°°%° Vitamin products sold to the general public 
must furnish a stated minimum daily requirement and are not allowed 
to furnish more than a specified maximum.'’®” Vitamin products 
furnishing more than the maximum are regarded as drugs for therapeutic 
use only and may not be advertised to the general public.**® 


The only general claims which may be made to the public based 
upon the vitamin content of a food, dietary supplement, or drug are 


«111 


the following 
1. That vitamins are necessary for the normal functioning of the 


body. 





Food and Drug Regulations, D. 01.002. 1° Food and Drug Regulations, D. 02.005 
8 Food and Drug Regulations, D. 01.003. ™ Food and Drug Regulations, D. 02.007. 
% Food and Drug Regulations, D. 02.004 

and D. 02.005. 
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2. That they aid in growth. 

3. That they may help to maintain appetite. 

4. That they may help to maintain normal resistance of the body 
to infection. 
The regulations also provide that certain specific claims may be made 
for each vitamin.’ 


The regulations appear to be especially well-suited to the protec- 
tion of the public because of the many speculative and enthusiastic 
claims that have been made by various investigators as to the value of 
the vitamins in the prevention and treatment of illnesses. Some 
theoretical basis can be found in the scientific or pseudoscientific 
literature for almost any claim of curative value for almost any of the 
vitamins. The Canadian authorities appear to have allowed only those 
claims that can be justified by sound investigational work. 


It may be that the Federal Food, Drug, and Cosmetic Act could 
be interpreted to authorize the promulgation of similar regulations. 
Section 403(j)''® empowers the Administrator to issue regulations 
prescribing the information that must be borne on the labels of foods 
for special dietary uses concerning their vitamin, mineral and other 
dietary properties in order fully to inform purchasers of their value 
for special dietary uses. 

Regulations could be adopted similar to these issued in Canada, 
prescribing the maximum vitamin and mineral content for special 
dietary foods. If the article exceeded these limits, it would be classed 
as a drug on the basis of composition alone. The regulations then 
might prescribe the label statements necessary to inform fully pur- 


chasers of the value of the vitamins for special dietary purposes. 


A vitamin product is also a drug under Federal law if it is intended 
for use in the cure, mitigation, treatment, or prevention of disease in 
man.*** Section 502(f)(1) requires that the labeling of any drug shall 
bear adequate directions for use."** This provision makes it necessary 
for the manufacturer or distributor of a vitamin product intended for 
use in the treatment of disease to state the intended uses in the label- 





12 Food and Drug Regulations, D. 02.008 4 21 U.S. C. 321 (g). 
13:21 U.S. C. 343 (j) 5 21 U. S. C. 352 (f) (1) 
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ing." The claims then are tested to determine whether they are 


either false or misleading in any particular.’ 


It appears to me that the troublesome point in applying the Canadian 
regulations would be in proving that a particular claim, not written in 
the exact language of the regulation, goes beyond the limits of allow- 
able claims. The regulations are not self-executing, and the enforcement 
problem is not completely answered by the promulgation of regu- 
lations. Here, again, the general prohibition against false, exaggerated, 
or misleading claims would complete the regulatory pattern. 

Our experience has been that in many cases vitamin claims are 
pretty carefully hedged so as to catch the eye of the purchaser but at 
‘out” in the event of regulatory action in 


‘ 


the same time to leave an 
the courts. The greatest problem is to prove what the representations 
actually conveyed to the prospective purchaser. Once it is shown that 
the vitamin preparation is offered as a cure for a serious disease and 
was purchased under the belief that it is an adequate treatment, it ts 
relatively easy to prove that the claim is false and misleading. 

Notwithstanding the differences which exist in Canadian and 
United States food and drug laws, it is obvious that our regulatory 
problems are basically the same and that they have been solved in 
similar ways. The mechanics of regulation differ, but the end results 
in terms of consumer protection are almost identical. 

To illustrate, recently a seizure was made under the Federal Food, 
Drug, and Cosmetic Act involving an article labeled in part “Mile 
Deep Natural Mineral Water from Maple, Ontario.” It came into this 
country without therapeutic claims. After its arrival, labeling was 
prepared which represented that the water would relieve the chronic 
forms of rheumatism, asthma, anemia, diabetes, goiter, organic heart 
disease, neuralgia, paralysis, varicose veins, catarrh, and dropsy, and 
these were only a few of the wonders it would work. 

It is easy to understand why such claims were not made in Canada ; 
most of them are absolutely prohibited. But our law, working in a 
different way seems entirely adequate to meet the challenge of this 
distributional scheme. We should have no difficulty in proving in a 


judicial forum that these claims are false. [The End] 
116 Unite d States v, j Various Quantities a 21 U.S. C. 352 (a) = 
“Instant Alberty Food : oe 


F. Supp. 882 (DC D. C.. 1949) [CCH FOOD 
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e eee BY R. E. CURRAN 


TO ATTAIN LEGAL UNIFORMITY WE MUST BE 
AWARE OF OUR DIFFERENCES, SAYS THE AUTHOR 


F ALL THE LAWS in the English-speaking world, there are 
few which can be said to have a greater common denominator 
of purpose than is contained in the laws relating to food and drugs. 

These laws are designed uniformly to protect the public from 
injury to health through harmful or potentially injurious substances 
used as food and drugs, and from fraudulent exploitation of manu- 
facture and sale. 

A comparison of the Food, Drug, and Cosmetic Act of the United 
States with the Food and Drugs Act of Canada, which, for con- 
venience, will be respectively called the American Act and the Canadian 
Act, strikingly illustrates this common denominator of purpose, which 
is even reflected in some uniformity of text. 

This is not surprising when one considers the influence on our 
countries of a common parentage, of the English common law, of a 
common language, of our economies which are closely integrated, and, 
last but not least, of a common form of responsible government. 
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Nothing could afford a clearer illustration of these things than a 
historical review of the origin and development of our respective food 
and drug acts. Indeed, while Canada was not a beneficiary of the 
lend-lease program in the last war, it is apparent that since 1906, a 
reciprocal lend-lease has been operating in terms of our food and 
drug laws. 

Similar Concepts in Two Laws 

Without attempting a detailed historical comparison, the concept 
of adulteration in the American Act and of misbranding in the Canadian 
Act provides happy illustrations of neighborly borrowing. 

If anyone wishes to examine this in greater detail, Section 7 of 
the 1906 Federal Food and Drug Act and Section 2 of Canada’s Adultera- 
tion of Food Act of 1884, offer an interesting comparison in respect to 
the definition of adulteration; in the case of misbranding, Section 8 of 
the 1906 Act should be compared with Section 5 of Canada’s Food and 
Drug Act of 1920. For the prohibition of deceptive medical advertise- 
ment, Section 9 (c) of the American Act (in the form in which it was 
introduced in the Senate), should be contrasted with Section 6A of the 
present Canadian Act. This section, which was apparently rejected 
by the Senate, has proved to be a most useful and valuable addition to 
the Canadian Act. 

Basic Differences 

While the two acts have much in common, they also have wide 
differences. A textual comparison, however, would not only be very 
dull, but it would tend to distort out of proper perspective the real 
basis of comparison of the two laws in terms of their philosophies and 
concepts. ’ 


Page 686 Food Drug Cosmetic Law Journal—October, 1950 








With Canada, at the present time the biggest cash customer of 
the United States, the importance of food and drugs in terms of busi- 
ness needs no evaluation. A comparison of the two acts is, therefore, 
of more than philosophical interest and has a very practical value in 
terms of trade relations. 

It is of very real importance in striving for a more desirable basis 
of uniformity of food and drug requirements that we should appreciate 
fully the basic differences in the concepts contained in the respec- 
tive laws. 

These basic differences involve substantially the following things: 


The division of constitutional responsibilities. 


2. The use of delegated legislation. 
3. The treatment of drugs, devices, and cosmetics. 
4. Adulteration or misbranding., 


5. The seizure procedure in relation to administrative versus 
judicial process. 

6. Advertising. 

7. Certificates of analysis. 

Obviously, such a formidable list of basic differences, which is not 
exhaustive of the differences apart from those of text, would seem to 
reject the suggestion of striking similarities. An examination of these 
differences will, I think, show that they are essentially differences of 
administration and enforcement rather than differences in the philosophy 
of the laws themselves. 

Time requires that the discussion of each of these should be brief, 
and if any aspect is glossed over or is not emphasized to the degree 
which its importance warrants, it will be because of the necessity to 
complete, within a short time, a comparison of two laws of the 


greatest social and economic importance. 


The Division of Constitutional Responsibilities 
There does not exist in the Canadian law, as in the American law, 
any question of interprovincial or intraprovincial commerce as the 
basis for its jurisdiction. The adulteration of food and fraud in its 
manufacture and sale were crimes at common law; in Canada, criminal 
law is exclusively a subject for the Federal government. 
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The constitutionality of the Canadian Act has therefore been upheld 
as criminal law and, as such, it operates everywhere in Canada. 

Accordingly, if any breach of the Act is involved in the manufac- 
ture and sale of an article of food or drugs, there is no jurisdictional 
problem of determining whether or not the article is within its scope. 


Use of Delegated Legislation 

The device of delegated legislation to give movement and flexibility 
to the law is of ancient origin, and has recently become a favorite of 
the modern legislator. The American and Canadian laws both utilize 
this device, but the purpose and the extent, as well as the manner of 
utilization, constitutes a substantial difference between the two acts. 
Indeed, this may possibly be the most significant of all the differences. 

Modern Canadian legislation normally enunciates only the prin- 
ciple and purpose of the law with provision for its administration and 
enforcement, and leaves to delegated legislation the things necessary 
to bring it into full operation. 

Broadly speaking, the Canadian Act, in Section 3, authorizes the 
Governor in Council to make regulations having the force of law for a 
great many matters. These matters include standards of quality for 
food and drugs, for their packaging and labeling, the restriction on 
the use of injurious ingredients in food and drugs, conditions respect- 
ing the sale of drugs and false, exaggerated, and misleading claims, 
among others. 

Under this authority extensive regulations have been made. These 
include not only standards for food and drugs, but also packaging and 
labeling requirements, conditions of sale for certain drugs by prescrip- 
tion and otherwise, and matters involving false, exaggerated, and mis- 
leading claims. 

The comparable authority in the American Act provides an interesting 
contrast. Whereas, in the Canadian Act all of the regulation-making 
authority is contained in one section, the American Act deals with this 
in individual sections, each for a particular purpose. 

It would possibly be proper to say that the Canadian law makes 
possible regulations for substantive as well as administrative matters, 
and of a general as well as a particular nature and purpose. However. 
the comparable authority in the American law contemplates the use 
of regulations for particular matters with the emphasis on administra- 
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tive purposes. Even in the case of the authority to make definitions 
and standards for food, specific limitations are imposed, and, more- 
over, this authority is confined to foods and does not extend to drugs, 
as does the Canadian authority. 

The Canadian law prescribes no administrative procedure for the 
making of regulations, including those which prescribe standards. 
These regulations are made by the Governor in Council on the recom- 
mendations of the Minister of the Crown responsible for the adminis- 
tration of the Act. There is no procedure contained in the Act for 
public or other hearings or for the manner and form of regulations. 

In contrast to this, the American counterpart sets forth detailed 
procedure respecting the making of regulations, including the public 
hearings, the effective enforcement date of regulations, and for judicial 
review. Although no provision is made under the Canadian law for 
judicial review, the validity of a regulation is open to challenge on the 
ground of constitutionality as not being within, or as exceeding the 
authority contained in the Act. 

For those who may have occasion to examine the Canadian regu- 
lations, I should say something on what would otherwise appear to be 
a further difference between our two laws. The American Act, in 
authorizing promulgation of standards for food, divides the authority 
into definitions, standards of identity, standards of quality, and stand 
ards of fill of container. The Canadian Act refers to standards of 
quality and limits of variabilities, and the word “quality” in the Canadian 
Act is broadly interpreted so as to include what in the American Act 
is divided into definitions, identity, and quality. 

For this reason, a comparison of Canadian regulations prescribing 
standards of quality will appear to provide standards of identity or of 
definition, as well as of quality. 

Before leaving the question of delegated legislation, mention should 
be made of drugs as constituting a further difference. As drugs and 
cosmetics involve special considerations, it will be more convenient, 
as well as perhaps giving a clearer picture, if this aspect is dealt with 


under that heading. 


Drugs and Cosmetics 
The next aspect which involves a broad difference is the com- 
parable treatment of drugs and cosmetics. Among the essential dif- 
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ferences are the recognition in the American Act that special considerations 


are involved in cosmetics, and to some extent in devices, the treatment 
of new drugs, and the factors of adulteration and misbranding. 

The American Act separately defines a drug, a device, and a 
cosmetic ; while drugs and devices are combined in the legislative treat- 
ment of the subjects, cosmetics are separately covered in the Act. 

Under the Canadian Act no such division occurs. A drug includes 
both “articles” that may be used for the diagnosis, treatment, mitiga- 
tion, or prevention of disease in man or animal, and “cosmetics.” 
Articles are not further defined, but cosmetics are defined substantially 
the same as in the American Act. An article and a cosmetic are, there- 
fore, subject to the general provisions respecting drugs, including those 
pertaining to adulteration. 

In contrast to this, the American Act recognizes, in its treatment 
of drugs and devices, that these are not subject to identical considera- 
tions; special provision is made for differences where they occur. 
This recognition is further emphasized in cosmetics being treated 
under a special chapter, and even though this involves the repetition 
of substantially the same terms and provisions, it is a more realistic 
approach to the treatment of commodities that are not subject to 
identical considerations. 

Whether the expression “adulteration” is of happy application to 
a device or to an article is, I think, a very debatable point. The con- 
cept of adulteration in respect to drugs relates to official standards of 
quality as set forth in recognized pharmacopoeias, and to strength, 
purity, and potency. These are substantially the things one considers 
in relating the phrase “adulteration” to a drug; in applying this concept 
to a device or an article, considerable nonsense frequently occurs. This 
is, perhaps, even more apparent under the Canadian Act, which does 
not distinguish, as does the American Act, certain aspects af adultera- 
tion in relation to devices. 

Under the Canadian Act, a hearing-aid, which is technically a 
drug, is adulterated if its strength, quality, or purity falls below the 
professed standard under which it is sold, which, of course, makes 
absolute nonsense. 

It would seem worthy of consideration that if articles and devices 
sold for therapeutic purposes require legislative control, they should 
be recognized for the particular matters inherent in their manufacture 
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and sale. They should, therefore, be controlled by more apt legisla- 
tion than is presently the case in grouping them under the broad 
classification of drugs. 

This criticism is of equal application in classifying a cosmetic as 
a drug, as is done in the Canadian Act. Canada, however, is not alone 
in doing this. In the legislation of the countries of the Commonwealth 
where cosmetics are mentioned at all, it is invariably by this device. 

The treatment of new drugs constitutes a further difference which 
is worthy of mention. 

The American Act contains special provisions respecting new 
drugs, which are defined, and for their control as to safety by means 
of official approval. 

No comparable authority is contained in the Canadian Act itself 
other than in the authority to define the conditions of sale of any drug 
in the interest of, and for the protection of, the public health. Under this 
authority new drugs are dealt with on an ad hoc basis. This may 
involve prescription control, as was done in the case of the drug 


, 


“antabuse,” or, in the case of special label warnings, as has been done 
for vitamin preparations, or by making them subject to special regu 
latory control. 

While this has generally proved to be adequate in the past, it is not 
yet considered as satisfactory a method of handling new preparations 
as is provided by the special legislation in the American Act; and 
special provisions are under discussion with the trade representatives. 
The wide power, however, which is contained in the Canadian Act to 
deal with the subject by regulations, wilf permit new drugs to be so 
dealt with and will not involve any amendment to the Act. 

The next aspect involving drugs, which merits mention, con- 
cerns adulteration and misbranding. The American Act deems a drug 
to be adulterated because of filth, contamination, and the inclusion of 
deleterious or injurious substances, either in the drug or in the con- 
tainer. The Canadian Act contains no counterpart to those provisions. 

The American Act further provides that a drug is adulterated if 
its strength, quality, or purity falls below the standard set forth in 
the official compendium, A drug recagnized therein, but not con- 
forming thereto may be sold if its label sets forth the difference in 
strength, quality, or purity from such standard. 
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In contrast, the Canadian Act requires a drug to meet the stand- 
ards under which it is sold. If it is a drug recognized in a pharmacopoeia 
or standard work on materia medica or drugs, it must meet the stand- 
ard therein prescribed under which it is sold and must be labeled 
accordingly. The British Pharmacopoeia is given the highest recogni- 
tion in this list of standards, and a drug which does not indicate that 
its quality is to be judged by an authority other than the British 
Pharmacopoeia with such authority named, is adulterated. 

While there exists in these provisions a basis of comparison even 
though different label requirements and different authorities are involved, 
the Canadian Act provides a further authority which has no counter- 
part in the American Act. 

Schedule “B” to the Act sets forth a list of drugs which is subject 
to change by regulation. The Act expressly provides, however, that 
the Governor in Council may make special regulations for any or all 
of the drugs mentioned or described in this Schedule. Such regula- 
tions may include standards of quality and potency, the licensing of 
manufacturers, the inspection of premises, and equipment and technical 
qualifications of the staff, among other matters. 

Drugs which are mentioned or described in Schedule “B” are 
deemed to be adulterated, if not manufactured, tested, and labeled in 
accordance with regulations specially made under this authority, or 
if the quality or potency differs from the standard established by such 
regulations. 

This authority supersedes standards involved or set forth in any 
of the recognized pharmacopoeia and authorities, and does not permit 
such drugs to be sold in Canada under other than these special stand- 
ards. This authority is effectively employed in connection with biologics 
and antibiotics, which are either the subject of special mention in the 
American Act, as in the case of insulin, penicillin, streptomycin, 
aureomycin, and others, or dealt with under other special legislation. 

The further aspect of adulteration, which is contained in sub- 
paragraphs (c) and (d) of Section 501 of the American Act, is sub 
stantially contained in the Canadian Act and needs no mention. 

Misbranding, as dealt with under these two acts, is difficult to 
compare in all respects. Broadly speaking, however, a number of the 
detailed matters involved in labeling, cautions, warnings, directions for 
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use, insulin, penicillin, streptomycin, and other matters are dealt with 
entirely by regulation in Canada, under the authority to define the 
conditions of sale of a drug, or to make regulations respecting packag- 
ing and labeling. 

In Canada, label requirements, the sale by prescription, of certain 
drugs, recommended dosage of certain drugs, and other matters, are 
entirely contained in the regulations, These are specifically dealt with 
in the American Act, but in a different way, and a comparison of the 
misbranding provisions of our laws is, therefore, difficult to make. 


Adulteration or Misbranding in Relation to Standardized Foods 

The next aspect of the two acts which warrants special mention is 
in the concept of adulteration and misbranding, in the case of stand- 
ardized foods. Prior to 1920, the concept of misbranding was not 
recognized in the Canadian Act, except in a limited sense through 
provisions regarding false labels. Misbranding, which now forms such 
an important aspect of the administration of the Canadian Act, was 
substantially taken from the American Act of 1906, and is another 
example of neighborly borrowing. 

Apart from this, there are two significant differences which are 
difficult to understand. 

In the case of standardized foods, the American law provides that 
if such food purports to be one for which a standard is provided, it is 
misbranded if it does not meet the standard. In contrast to this, the 
Canadian Act provides that a food is adulterated if its strength or 
purity falls below the standard of quality prescribed for it. 

The reasons for these completely contradictory provisions are 
difficult to reconcile, and, apart from tradition, I have not been able to 
find any substantial basis for the Canadian concept. 

Section 4 of the Canadian Act sets forth the circumstances under 
which a food is adulterated, and these elements involve debasement 
and depreciation, as well as contamination and filth, and to this extent 
are substantially comparable to the provisions of Section 402 of the 
American Act. 

Where, however, a food for which a standard is made, fails to 
meet such standard but is not otherwise debased or depreciated, its 
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sale should clearly constitute misbranding rather than adulteration. 
If the food is debased or depreciated, then it is adulterated, and this has 
nothing to do with the fact that it is a standardized food. 

The American provisions would, therefore, seem to be more 
realistic than the Canadian provisions, and I do not think that the 
inclusion of the words in the Canadian section of “strength” or “purity” 
constitutes such a difference as to explain the difference between the 


two sections. 

On the other hand, the American section provides that a food is 
adulterated if damage or inferiority has been concealed in any man- 
ner, or if any substance has been added thereto or mixed or packed 
therewith, so as to increase its bulk or weight, or make it appear better 
or of greater value than it is. 

These comparable matters under the Canadian Act are considered 
to misbrand the food as involving appearance or description and, with 
all due respect, this would seem to be a more realistic recognition of 
these factors. 

In a number of the countries of the British Commonwealth, the 
food and drug laws deal with adulteration and misbranding in a man 
ner which has much to commend it. Misbranding is not described as 
such, but the phrase “falsely described” is used in its place. 

It is usual for such legislation, instead of dealing with adulteration 
and misbranding separately, to combine them into one section and 
thus avoid any technical distinction or fine argument as to whether 
a fogd is adulterated or falsely described, on what may be the same 
set of facts. 

Keeping in mind the purpose of our law in terms of the prevention 
of adulteration and misbranding, it makes good sense to include these 
concepts in a general prohibition without involving them as separate 
and distinct elements any more than is necessary, because of the par- 


ticular facts of each case. 


Seizure Procedure in Relation to Administrative 
Versus Judicial Process 
The procedures in the two laws respecting the condemnation of 
adulterated or misbranded food and drugs are widely divergent. 
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The American law makes provision for condemnation via a court 
hearing and adjudication with elaborate provision for the procedure 
involved in the process. 

The Canadian law makes no provision for a court hearing or 
adjudication, but provides for the destruction or condemnation of such 
articles by a purely administrative process. 

In examining these two divergent procedures, it naturally occurs 
to one that there ought to be some judicial process provided in the 
Canadian law as a safeguard against bureaucratic decision, whereas 
there ought to be some administrative procedure provided in the 
American law to avoid legal delays and technicalities where no issue 
is joined. 

I speak, of course, subject to correction as to the existence of an 
administrative discretion which may be employed. Beyond making 
this comparison, I prefer to emphasize what I consider would be an 
improvement in the Canadian law. 

Administrative discretion is widely invoked in a number of fields, 
and frequently this involves the exercise of judicial or quasi-judicial 
functions, This is not usually viewed with favor, either by the bench 
or the bar, particularly when it involves forfeiture and destruction of 
property. There is a great deal to be said for the English view that a 
person is entitled to his day in court, especially if his property or his 
rights are involved. 

The fact that the administrative officials use their best efforts to 
invoke the procedure fairly, carefully, and with every benefit given to 
the owner, is not enough and does not in all respects meet this. Any 
law which involves the possible destruction of property should un- 
doubtedly contain some safeguarding provision for an appeal to a 
judicial tribunal. 

The present and perhaps theoretical criticism which can be leveled 
against our administrative procedure would seem to be met if it pro- 
vided for an appeal to a judicial tribunal. This could be provided in 
such a way as would not affect the administrative convenience of deal- 
ing with things where no controversy or dispute arises, and at the 
same time, it would provide a desirable safeguard where there is a 
dispute. This, I am sure, is a change which all concerned in the 
administration of the Act would welcome. 
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In addition to the above, there are, of course, many other dif- 
ferences of a textual kind as well as differences in the treatment of 
particular matters. While time does not permit a more exhaustive 
examination of these matters, mention should be made of one or two, 


where distinct differences do exist between our acts. 


Advertising 

The Canadian Act contains a provision whereby advertisements 
for food and drugs are made subject to it. 

Section 32A provides that it is an offense to advertise a food or a 
drug in a manner which is misleading or likely to create erroneous 
impressions regarding its value, merit, composition, or safety. Sec- 
tion 3, which is the regulation-making section, authorizes regulations 
respecting false, exaggerated, and misleading claims for food and 
drugs ; this authority is not limited to labels alone. 

The American Act would seem to contain no comparable provi- 
sion with respect to advertisements other than as might be made in 
labeling. 


Certificates of Analysis 

The last difference which I will mention involves the use of an 
analyst’s certificate, both as the basis for administrative seizure as 
well as for prosecution for adulteration and misbranding, which does 
not seem to have any counterpart in the American Act. 

Sections 12 to 15 concern the analysis of a sample, and the legal 
effect and consequence devolving on the certificate given by the analyst 
following his examination. 

The Act requires him to state whether the sample is adulterated 
or misbranded and makes his certificate receivable in evidence, subject 
only to attendance of the analyst being required by the defendant for 
cross-examination. 

The Act furthermore provides that unless the defendant deems 
himself aggrieved by the certificate, and within 20 days notifies the 
Minister in writing that he intends to present evidence to controvert 
it, and furnishes a statement of the nature of such evidence, the cer- 
tificate of the analyst is taken as final. Even should the defendant 
notify the Minister of his intention to controvert the certificate, Sec- 
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tion 15 provides for the Chief Dominion Analyst’s making an examina 
tion and for his certificate to be final and conclusive evidence of the 
facts therein set out. 

Because the analyst’s certificate is receivable in evidence, the 
analyst himself is usually not required to attend in court, and the court 
is, under the terms of the Act, bound to give effect to the findings of 
the analyst. 

While the American Act contemplates official samples for analysis, 
[ have not been able to find anything which gives such far-reaching 
evidential value to the result of the analysis, as is given to the analyst’s 
certificate under the Canadian Act. 

There are other differences which could be made the subject of 
further comparison, Apart from the time factor, any elaboration of 
these would, I fear, contradict, if I have not already done so, my state- 
ment of striking similarity between the laws, not only as to purpose, 
but in text. 

I hope, however, that the differences which I have pointed out 
may provide a clearer picture of the relationship of the American and 
Canadian law to a common subject, and one of such importance to us 


both as consumers and lawyers. [The End] 


Notices of Judgment 


The Federal Security Agency has issued the following 
Notiggs of Judgment under the Federal Food, Drug, and Cos- 
metic Act: Foods Nos. 16051-16100, issued August 1950, 
16101-16150, 16151-16200, issued September 1950; Drugs and 
Devices Nos. 3061-3080, issued August 1950, 3081-3100, 3101- 
3120, issued September 1950. 
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THE: AUTHOR CENSURES THE “EPITHET-SLINGERS” WHO CALL 
OUR FORM OF GOVERNMENT A “WELFARE STATE,” IN SET- 
TING FORTH HIS ADMINISTRATIVE PHILOSOPHY 


Cf2Q 





es 





AM HAPPY indeed to be with you today. The Food and Drug 

Administration has kept me informed of the valuable contributions 

of the Food, Drug and Cosmetic Law Division and I know also 
how close and sympathetic has been the relationship between the law- 
enforcing groups of England and Canada and our Food and Drug 
Administration. I am sure, Mr. Martin [Minister of National Health 
and Welfare of Canada], the same spirit of cooperation exists between 
your department and our Public Health Service. 

[ don’t pretend to know enough of the details of the English and 
Canadian laws to draw a helpful comparison between them and our 
own Federal statutes. Such comparisons must be left to the legal 
specialists who have addressed you. I am sure that we in the Federal 
Security Agency can learn much from you, and I hope that we in turn 
can give you some helpful hints. After all, you gentlemen from 
Canada have been enforcing a food and drug law for 75 years as com- 
pared with our experience of 43 years, while you, Mr. Adams, go back 


to the basic law which is our common heritage. 
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SECURITY 


ome ADMINISTRATOR 


Oscar R. Ewing 





I can say that after several years’ service as Federal Security 
Administrator I have learned, the hard way, that many vital details 
are assigned to me by the Food, Drug, and Cosmetic Act. I am told 
that the “Administrator” or “Federal Security Administrator” is referred 
to at least 70 times in the text of the statute. From the number of 
orders and regulations the Food and Drug Administration sends to my 
desk for signature, I can well believe that the figure of 70 is conservative. 


Administrator's Duties 

When I took over the direction of the Federal Security Agency, 
I had some knowledge, as a lawyer, of the terms of the Food, Drug, and 
Cosmetic Act, but I am free to confess that I did not fully foresee the 
scope of my duties or the amount of hard, grinding labor involved in 
reading reams of testimony; evaluating proposed findings of fact, 
tentative standards and final definitions and standards for foods; 
approving highly technical regulations involving drug products; to 
name only a few of the things that the Food, Drug, and Cosmetic Act 
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requires the Administrator to’ pass upon. Wiilly-nilly, I have been 
obliged to become some kind of an expert on such widely varied sub- 
jects as the composition of cheese and salad dressings, the fill of oyster 
cans, the methods of analysis and required potency of vital drugs like 
penicillin, streptomycin, and insulin, the suitability of coal-tar colors 
for use in foods, drugs, and cosmetics, and a host of other things that 
I modestly admit were not even nodding acquaintances a few years ago. 

In all seriousness, I agree entirely with the view expressed by 
someone a good many years ago that the Federal Food, Drug, and 
Cosmetic Act is one of the most beneficent statutes, from the stand- 
point of public welfare, ever enacted by Congress. I have been 
impressed repeatedly by the manifest purpose of the courts to give this 
law the most liberal interpretation possible under the Constitution. 
The concern of Congress to prevent emasculatory amendments and to 
remedy deficiencies in the law when they are occasionally revealed has 
been equally noteworthy. It is gratifying to me that the Food and 
Drug Administration is a bureau of the Federal Security Agency. It 
belongs in this agency which is so broadly concerned with the welfare 
of all the people. The Food and Drug Administration is doing a sincere 
job with a much too limited force. It has my confidence and support. 


Application of Food and Drug Law 


When I think of the tremendous field we have to cover in the 
application of this law, I am almost appalled. Consider how viial to 
human health is the responsibility the law places on us in dealing with 
new drugs. On the one hand, we must guard against the release of any 
new drug that may be dangerous to the ailing public; on the other 
we must deny the medical profession no new drug that may be useful 
in the battle against disease. I know that pharmaceutical manufac- 
turers, in general, have recognized their responsibilities in the way of 
careful chemical and toxicological studies before offering new drugs 
for our consideration. 

It is amazing that after nearly a half century of Federal food and 
drug law enforcement the l’ood and Drug Administration still encounters 
occasional examples of the old-fashioned type of Indian Medicine Man 
nostrum. It must be ever alert to detect these recurring frauds and 


deal with them effectively. 
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The fake curative gadgets are something we have been able to 
deal with only since they were brought within the purview of the law 
in 1938. You know, probably as well as I do, the history of the Food 
and Drug Administration’s successful attacks on the Spectrochrome 
device, the “magic spike,” the “plastic dumbbell,” the “master cell,” 
and many weird contraptions that shock, gas, stretch, or jounce their 
gullible purchasers. It’s hard to believe that people will fall for this 
sort of thing today. The callousness of those who exploit them is 
beyond belief. 

The Food and Drug Administration’s work in pretesting and 
certifying insulin and antibiotic drugs is another of its functions that 
serve the vital interests of public health. 

The complexities of food standard formulation and of establishing 
tolerances for unavoidable toxic substances in foods are well known to 
you. As I stated at the outset, some of these standard-making activi- 
ties have compelled me to undertake a lot of time-consuming home- 
work. Yet who can question their importance if the consuming public 
and the sincere manufacturer are to receive the protection the law 
envisions ? 

The provisions of the law that require maintenance of rigid sani- 
tary controls throughout the process of manufacture and all the way 
to the consumer have been stressed by the Food and Drug Administra- 
tion, and Congress has notably strengthened this feature of the law. 
We have reason to be gratified at the reaction of the food industries 
in meeting legal requirements by adoption of sanitary precautions 


that were the exception rather than the rule a generation ago. 


Contributions of American Bar Association 
| pay my tribute of respect to the Food, Drug and Cosmetic Law 
Division of the American Bar Association. Your contributions have 
been extremely valuable. Not only have you supported sound legisla- 
tion and strongly opposed emasculating amendments to the Act, but 
you have furnished a forum for sound and enlightening discussions of 
the principles and purposes of the law. I congratulate you upon your 


accomplishments. 


The Food Law Institute, which you have tormed, is a distinct for 
ward step in the highly specialized field of food and drug law. 1 
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believe that the students trained in this field, through endowments by 
this Institute, not only will have a better understanding of the law, but 
will bring better compliance with it. Graduate research in the food 
and drug law at university schools of law will inspire proposals for 
better legislation when they are found necessary. Greater consumer 
protection, which is our common goal, will be inevitable. 


Greater consumer protection! These three words are in reality an 
inspiring goal. Here is a true example of the way in which government 
serves the people: serves them as individuals who, without such pro- 
tection, might be in very serious danger. 


Food and Drug Administration Personnel 


Not long ago, a high executive of one of the nation’s largest manu 
facturers told us what he thought of the Food and Drug Administra- 
tion. He said that, throughout his business career, he had become 
increasingly impressed with the caliber, the selflessness, and the dis- 
interested sense of public service shown by our Food and Drug 
Administration personnel. He admitted that he did not always agree 
with their decisions and policies. But he emphasized his conviction 
that these decisions and policies were arrived at on the basis of objec 
tive and unbiased judgment, without any pressure and with absolutely 
no politics. He said that here was, in his opinion, a fine example of 
government service to the public, a service not only to the consumers 
of the United States, but also to all the responsible manufacturers 
who know that they could not prosper without public trust in the purity 
and safety of their products. 


We are proud of opinions like that, and we like to believe that 
they are widely shared. As a matter of fact, I think that we have a 
right to go a little bit beyond the point where this businessman left 
off, and reach an explicit conclusion that he merely implied. 


Cooperation Between Business and Government 


Here, in the Food and Drug Administration, we offer a prime 
example of the way in which business and government can cooperate 
to the benefit of the public as a whole. We in America have a tradi- 
tion of distrust of authority, and especially of governmental authority. 
We have been reared in an atmosphere of rugged democracy, where 
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nobody likes to delegate too much authority to others. Over and over, 
in recent years, we have seen the modern manifestation of this tradi- 
tion: we have seen respected and conscientious citizens elevated to 
high public office, only to be tarred and feathered in the press, or on the 
air, or sometimes, if I may say so, in the halls of Congress. It is nota 
pleasant sight, and sometimes it is downright offensive, even dangerous. 

It is healthy to regard government with suspicion; I say that as a 
government official myself. But I use the word “suspicion” only in 
the sense that people in a democracy must never let the government 
try to do their thinking for them. On the other hand, it is extremely 
unhealthy to translate that kind of suspicion into an animosity which 
has no reason and no justification. 

In the operations of the Food and Drug Administration of the 
Federal Security Agency, we see a prime example of the way in which 
government and industry have cooperated to help achieve this condi- 
tion. I point to this spirit of cooperation, to the fundamental good will 
and mutual respect which overrides frequent differences of opinion, as 
an example of the undramatic, unsung, but highly significant relation- 
ship between government and business. 

Nor is this an isolated case, Outside our own agency, for example, 
[ suggest that both the Federal Reserve Board and the Federal Deposit 
Insurance Corporation have much the same relationships with the 
banks of America. 

Now the significance of such relationships as these is that the 
basic aim here is to serve, not one segment of industry, not one special 
interest (good or bad), but all the people of this country. In order to 
do so, in the case of foods, drugs, and cosmetics, there must be a day- 
to-day cooperation between the government agency concerned and the 
industries concerned. That is what has happened, and as I think back 
over the forty-odd years of the Food and Drug Administration’s inspir- 
ing history, I wonder whether this development may not be the most 


inspiring of all. 


Administrative Philosophy 
Frankly, I have long since grown tired of the epithets so often 
flung at us in Washington, the words like “Welfare State” and 
“Socialism” and “government controls.” They reveal a certain ignorance, 
to put the situation mildly, on the part of the epithet-slingers. What 
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they do not understand is that we have adhered to the basic and even 
the traditional philosophy on which this country was built ;a philosophy 
of one-for-all and all-for-one, a philosophy of government which serves 
the public as a whole rather than single, special interests, a philosophy 
which thereby serves all interests in America. 

I hope you understand that I am not trying to make a political 
speech, Rather, | am trying to make a political point, which covers 
both Republicans and Democrats, both conservatives and liberals, both 
consumers and producers, both the public and the part of the public 
which we call industry. That point is simple: that here, in a single 
government agency, we have honest, able men trying to do the best 
job they know how; men occasionally subject to human failings, but 
aware of this fact, too; men who see themselves, rightly, as servants of 
the American people. They are workers in the vineyard of American 
democracy, progress and security, and so are all those who work with 
them, in or out of government, including very especially the members 
of the legal profession whose primary interest and activity lie in the 
fields of the laws affecting foods, drugs and cosmetics. 

The Federal Security Agency, and I myself, as one who has had 
some little experience in the law, are glad to greet you, and thereby to 
strengthen our bonds of friendship and mutual respect. I particularly 
appreciate the presence of our Canadian and English friends. I hope 
you will enjoy your stay with us; and I can assure you all that our 
Agency, and particularly the Public Health Service and the Food and 
Drug Administration, will be happy to aid you in the discussion of 
any of your problems to the extent that we are able todo so. [The End] 


Dr. William H. Sebrell has been appointed director of the 
National Institutes of Health, Public Health Service, Federal 
Security Administrator Oscar R. Ewing has announced. Dr. 
Sebrell will succeed Dr. Rolla R. Dyer whose retirement from 
the Federal Service October 1 was disclosed recently (Federal 
Security Agency Release A94, September 26, 1950). 
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The Need for Uniformity 
in Food and Drug Legislation 


BY PAUL MARTIN 








THE NEED IS GREAT FOR UNIFORMITY IN 
FOOD AND DRUG LEGISLATION, THE AUTHOR 
WANTS AN INFORMAL COMMITTEE TO 
STUDY UNNECESSARY VARIATIONS IN THE 
LAWS OF THE UNITED STATES AND CANADA 


T IS A PRIVILEGE to attend the joint annual meeting of the 
American and Canadian Bar Associations in this great capital city 
of the United States. At no time more than in this mid-century 

year have the ordinary men and women of this earth looked to Wash 
ington for encouragement and leadership. The grateful remembrance 
of other generations will surely be that, despite the cost in money and 
manpower, and despite the cost in suffering and sacrifice, this challenge 


was magnificently met. 


Importance of Food and Drug Laws 

It might seem strange that we should concern ourselves today 
with the unspectacular legislation that makes it possible for us to 
buy with confidence at our neighborhood grocery and corner drug- 
store. But care for all our citizens and their welfare is the hallmark 
of our way of life. 

Food and drug laws are the daily protection of every citizen 
They well deserve the close attention being given to them by this 
special division of the American Bar Association. Food and drug laws 
benefit not only the individual citizen and family but also our great 
food and drug industries by protecting them against loss of public 
confidence, and against unfair or dishonest competition. 

This is the first time that the officials in charge of administering 
the food, drug, and cosmetic laws of the United States, the United 
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Kingdom, and Canada have met to discuss their common preblems. 
[t is the first time that members of the legal profession interested in 
these laws have gathered to study them and to make useful suggestions 
about their phrasing and administration. 


This special division of the American Bar Association on the law 
relating to food, drugs, and cosmetics owes its existence to the initia- 
tive of its President, Mr. Charles Wesley Dunn, a widely renowned 
authority in this field. I am glad today to return the visit made by 
Mr. Dunn to Ottawa last March, in company with Surgeon-General 
Leonard A, Scheele, to attend the dinner in honor of the Seventy-fifth 


\nniversary of Canada’s Food and Drugs Act. 


On this occasion, | should like to pay tribute to those who have 
administered our food and drug laws so well that the average citizen 
is scarcely aware of the efforts being expended to protect his health 
and his interests. The policing of our food and drugs is outstanding 
in its effectiveness. It has been helped immeasurably by the coopera 
tion both of the food and drug industries and of the general public. 
It has been helped also by the close and friendly relationship between 
government administrators and lawyers specializing in this field of 
legislation. 

The consuming public is indeed fortunate that their interests are 
served by such able and zealous administrators and that they are pro 
tected by such comprehensive laws. But my brief remarks are not to 
cover the ground already gone over by Dr. Morrell and Mr. Curran of 
the Department of National Health and Welfare. As Minister of this 
Department over the past tour years, I have taken a personal interest 
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in the effective operation of the Food and Drugs Act in Canada. Asa 
lawyer, I have taken an equal interest in the mechanics of its enforce- 
ment. But today, to this truly international gathering, I wish to 
speak of the impact of such legislation on international trade 


Need for Greater Uniformity 

Food and drug laws have been developed gradually, tor the most 
part independently in each country in accordance with local custom 
and practice. It is not surprising, therefore, to find in these laws many 
differences that are unimportant both to health protection and to the 
prevention of fraud. 

In drugs, this situation has been recognized internationally. A 
Committee established by the World Health Organization has been 
drafting an International Pharmacopoeia which it is hoped will lead 
to uniform standards and nomenclature for important drugs through- 
out the world. Drug standards must now be checked in any one of 
60 odd pharmacopoeias or in an unknown number of generally recog- 
nized works on drugs. Canada has collaborated closely with the 
United States and Great Britain in setting up standards for drugs and 
also in devising methods of testing them. 

For food standards and labeling, there has not been the same 
amount of international discussion or cooperation. There is no com- 
pact and organized body interested in uniform standards and labeling 
for foods in the way that the medical profession is interested in drugs. 
Food habits and preferences vary in different countries. Nevertheless, 
there are a number of unnecessary variations in standards. Those for 
which there is no real reason could well be disposed of. For example, 
I can see no real reason why each country should have a different list 
of harmless food colors. An international list could surely be devised 
that would be acceptable to all. Why should there be different 
national standards for the moisture content of cheese, in some cases 
varying by only a few per cent? A large number of other differences, 
many of them trivial, could be cited, and this is also true with respect 
to labels and food names. 

Our administrators must reject shipments of food that technically 
do not comply with the laws of Canada since they fail to meet our 
standards in some degree, even if the difference in standards is one 
that should not exist. Administrators must enforce laws as they are 
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and not interpret them in accord with their own ideas as to what the 


laws should be. 
Interference with Trade 


Unnecessary variations in food and drug laws interfere with the free 
flow of trade between nations. It is important, therefore, that these 
variations should be reduced in number. Action to this end by our 





two countries would be another small but not unnoticed evidence of 
that sort of cooperation in things great and small that for 135 years 
has made the relationship between the United States and Canada an 
example for all the world. 


For all countries, trade is of fundamental importance to national 
prosperity and security. For Canada, it is particularly significant. 
With less than one per cent of the world’s population, Canada is the third 
greatest international trader. For that reason, we are more concerned 
than any nation that there should be no needless legislative barriers 
to the flow of food and drugs from country to country. In a world 
with far too many barriers to the easy communication of peoples and 
the convenient interchange of commodities and services, we could 
make a useful contribution by reconciling pointless differences in our 
food and drug laws. 


The Food, Drug, and Cosmetic Act of the United States and the 





Food and Drugs Act of Canada, while borrowing freely from each 
other, are unlike in many particulars. These variations reflect a dif- 
ferent approach to a commog problem rather than a different attitude 
towards the problem itself. These laws are important because they 
protect the everyday health and comfort of the average citizen. But 
can there be much argument about what is harmful to health or 
noxious or undesirable or misleading? | suggest that since we had a 
common aim in shaping this legislation, we can now achieve a greater 


degree of uniformity by rephrasing its requirements. 


The Elimination of Differences 
There will always be certain differences in our respective admin 


istrative approaches, but let me pose these three questions: 


1. Is there any need for substantial differences in food and drug standards for 
commodities in daily use in our two countries? 


Page 708 Food Drug Cosmetic Law Journal—October, 1950 














2, Is there any need for differences in our legislation as to the style or size 


of contents and containers? 

3. Is there any need for differences in the kind of label that is considered 
necessary to protect the purchaser against injury in the use of potentially 
dangerous commodities? 

I think that by sitting down to study some of these differences 
we could agree to their elimination. To the extent that we could do 
this, we would be removing a small but continuing barrier to the more 
free interchange of commodities between the United States and Canada. 
Our discussion of the variations in the legislation in effect in our two 
countries might encourage similar discussions between other countries 
The action we could initiate here could thus have the far-reaching 
effect of increasing international trade and, as a consequence, of fur 
thering the prosperity of the world’s peoples. 

We can safely assume that in the United States, as in Canada, 
legislative requirements for food and drugs and for packaging and 
labeling them are designed solely to protect the consumer. They are 
not designed to make the manufacturer’s task more difficult by raising 
his production costs needlessly, or to limit his initiative in presenting 


his products in the most attractive way. 


Unnecessary regulations must add eventually to the cost to the 
consumer, Whatever regulations we have were drawn up to benefit 
the consumer and to protect him. Naturally, some divergence in out 
look must always exist, but I am sure that if we compared our laws 
paragraph by paragraph we could achieve uniformity in many partic- 
ulars, As it is, many commodities that we export have to be altered 
to conform with different regulations in the importing country and 
must, therefore, be made more expensive. 

Administrative officials in our two countries and in the United 
Kingdom have been working towards uniformity. I feel that this is 
an appropriate occasion on which lawyers who specialize in food and 
drug legislation could give advice and assistance to those responsible 


for its administration and enforcement. 


[ can assure you that the Government of Canada is interested in 
achieving more uniform food and drug laws. It will give sympathetic 
consideration to any changes recommended as necessary and desirable 
for Canada and the United States and, perhaps later on, the United 
Kingdom and other countries. 
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A Committee is Suggested 


My suggestion is this: that to study the elimination of unneces- 
sary variations in our two laws, an informal committee should be 
formed of members of the American and Canadian Bars who are par- 
ticularly interested in food and drug legislation, as well as of govern- 
ment officials in the United States and Canada who are concerned with 


its enforcement. 


This committee, I think, might function better as an informal and 
unofficial one. Its recommendations would certainly receive a very 
good hearing. I hope that this suggestion is one that will commend 
itself to the Food Law Institute, which owes its existence to the 
initiative of Mr. Dunn. I should imagine that those appointed to such 
a committee could make their own observations independently by a 
study of the two pieces of legislation and then gather, on some appro- 
priate Occasion, to summarize their separate findings in a comprehen- 
sive report. 

It is with the intention of removing these distinctions without a 
difference that I suggest that a particular effort could now be made 
to study our two laws. As I have already said, action in this direction 
will be evidence of our daily concern for the removal of minor barriers 
to the free flow of trade. To the extent that such a committee’s work 
might lead to greater uniformity in our legislation, I think that it would 
further the welfare of the citizens of both our countries. 

No laws in our statute books more intimately affeci the everyday life 
of our people than those governing food and drugs. Is it not ironic that 
laws designed, in domestic trade, to protect the health, and the purse, 
of the consumer should, by their lack of uniformity, sometimes have th 


opposite effect in international trade ? 


If we are to achieve, as we must certainly endeavour to do, a 
more united world, country by country we must go on seeking out 
and correcting those unnecessary variations in national legislation that 
individually perhaps are not of great moment but that, taken all to- 
gether, so increase the friction of the movement of trade that prosperity 
is to that degree lessened and the welfare of many peoples is to that 


extent harmed. [The End] 
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LATIN AMERICAN 


Labeling Requirements 


for Food 


BY FRANKLIN M. DEPEW . e« « THERE ARE TRADE BARRIERS 
IN LATIN AMERICA IN RE- 
GARD TO THE SALE OF FOOD 
PRODUCTS BY AMERICAN 
COMPANIES 


HAVE BEEN ASKED to discuss with you briefly some of the 

trade barriers which exist in respect to selling food products in 

Latin American countries. I will confine my comments to the 
various special labeling and other requirements peculiar to food prod 
ucts and will not attempt to review at all the customs levies or cur 
rency restrictions which may interfere with normal food or other trade 
channels. These deterrents to trade are political in nature while the 
deterrents | intend to discuss have been made with the purported 
intention of protecting the public health of the country involved. 


Reasonable Requirements 


At the outset, | would like to set forth what I believe to be rea 
sonable requirements in the interest of public health, compliance with 
which would not place undue burdens upon American manufacturers 
I think it is entirely reasonable that these Latin American countries 
should require that the goods we sell to them should not be made 
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especially for export and of materials that would not meet the require 
ments of our own law. Thus, there can be no objection to a require 
ment that the manufacturer of the goods certify that .the product to 
be shipped to the foreign country is in free and open sale in the country 
of origin. In addition, I believe that it is reasonable that the publi 
health authorities should be furnished with a certificate of the manu 
facturer certifying to the effect that the ingredients in the product are 
as stated on the label, or if not shown on the label, stating what the 





ingredients are, and that the product has been manufactured under 
Sanitary conditions. In addition, I can see no objection to a require- 
ment that the label on the product shall be in the language of the 
country where the product is sold. This, of course, may require special 
labels for export but it seems to me that any company wishing to 
make sales in a foreign country should be willing to bear this slight 
additional expense. Regulation 1.9(c) issued by the Food and Drug 
Administration under date of December 22, 1938, effective June 25, 
1939, provides that all words, statements, and other information required 
by or under authority of the Federal Food, Drug, and Cosmetic Act t 


1 


appear on the label or labeling shall appear thereon in the Engi 


sh lang 
sh lang 


uage 
The regulation further provides that the label may also display state 
ments in foreign languages, but if it contains any representation 1 

foreign language it is required that all words, statements, and other 
information required by the Act shall appear thereon in the foreign 


language. This regulation was issued in connection with Section 
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403(f) of the Federal Food, Drug, and Cosmetic Act and seems to be a 
proper interpretation of the requirements of the Act. So long as we 
require that products sold in this country shall be labeled in the English 
language we have no reasonable basis for objecting to the requirement 
of a foreign country that the labeling be displayed in the language of 


that foreign country. y 


Unnecessary Requirements 


While most of the Latin American countries are and have 
been reasonable in their requirements with respect to labeling state- 
ments, and with respect to information required to be submitted to 
them before sale of food products is permitted within their countries’ 
confines, there have been a number of instances where requirements 
have been stricter than I have previously suggested would be adequate 
Mexico, in particular, has been quite onerous in the requirements 
which they have provided must be met before a food product can be 
sold in that country, A number of other countries have required that 
a quantitative and qualitative analysis of the food product be filed with 
their departments of health. This requirement seems unnecessary in 
respect to a food product. I have concluded that those countries 
which have required this information with respect to foods have done 
so because of the fact that they had previously required it with respect 
to drugs. However, the reason which might well be a cogent one 
with respect to drugs is not apparent, at least to me, with respect to 
food products. 

Among the reasons why the requirements of Latin American 
countries are not more burdensome than they are is that our State 
Department has been helpful in pointing out the burdens which many 
suggested decrees and regulations would impose, and also in pointing 
out that there would be no corresponding benefit to the nationals of 
the country concerned. I shall mention one such incident later on 
However, I assure you there have been many more than this. 

With the foregoing brief introduction I shall now review the 
requirements of the various Latin American countries with respect to 
the sale of food products in their territories as far as I am aware of 
them. I may mention that in interpreting these laws, decrees, and 
regulations I have usually been guided by the advice of local counsel 
in the country concerned. It is, of course, always possible that the 
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suggested method of compliance is not the only one which could have 
been found. However, I believe that between us we have usually found 
the most reasonable method of compliance that would be permitted. 


Argentina 


The labels on both domestically manufactured and imported foods 
must be approved by the Division of Commerce and Industry. The 
labels used on domestically manufactured goods must bear the words 
“Industria Argentina.” Before any labels may be used in Argentina 
they must be submitted, together with the labels, if any, used in the 
country of origin. If the food is manufactured locally by a subsidiary 
of a foreign company, this includes the submission of labels used by 
the parent company in its country of manufacture. 


The purpose of this requirement is to compare the labels to be 
used in Argentina with those used in the home country so that pur- 
chasers in Argentina may be protected against the sale of products in 
Argentina by foreign concerns which are inferior to the products sold 
by such concerns in their home countries. This requirement extends 
this protection not only to the products sold directly by the foreign 
concern and imported into Argentina but also to products manu- 
factured and sold by subsidiaries in Argentina. 


Bolivia 

The government has begun enforcing a decree of April 1948, 
requiring that all foreign food products shall be registered with the 
Department of Health. This registration, according to my under- 
standing, may be effected in two ways: (1) By securing a certificate 
from the Department of Health having jurisdiction over the plant of 
origin, setting forth that the goods are manufactured in accordance 
with law, are fit for human consumption, that adequate chemical and 
biological assays are conducted, and the products have unrestricted 
sale in the country of origin. This document must be legalized by 
the Bolivian Consul before it is sent to Bolivia for filing with the 
Department of Health there. Our local and state boards of health 
are not always willing to issue such a certificate. They frequently 
have expressed the opinion that the issuance of such certificates is 
outside the scope of their duties and they may therefore refuse to give 
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the manufacturer such a certificate. Thus, it may be difficult, if not 
impossible, to comply with the Bolivian law by filing such a certificate. 
(2) By giving a Bolivian a legalized power of attorney authorizing him 
to secure the registration and supplying him with two samples of each 


product for analysis. 


Brazil 

Food products containing coal tar dyes must be approved by the 
Brazilian Department of Health. This Department requires the filing 
of a duly legalized qualitative and quantitative analysis of a product 
containing such dyes before giving their approval thereto. In addi 
tion, all products manufactured locally must be approved by the 
Brazilian Department of Health and must be labeled “Industria 
Brasileira.” 


Chile 

The language of the law in Chile would appear to require a label 
on all food products showing the date of manufacture or packing. 
This requirement seems to be unnecessary and if enforced would 
create a substantial burden of extra expense in connection with sales 
to Chile. As far as I know this law has never been enforced as requir 
ing this information with respect to nonperishable goods. It is possible 
that it may have been enforced with respect to some perishable product 
but if so it has not been called to my attention. 


Colombia 
All food products containing added vitamins must receive the 
approval of the health authorities in Colombia. A legalized afhdavit 
showing the composition of the product, the percentage and kind of 
vitamins added, and the process used in adding them must be filed 
with the Department of Health 


Cuba 
By a recent decree which has not yet gone into effect all food 
products sold to the general public for use as food, but not for further 
manufacture, must be labeled in the Spanish language. Such labels 
may contain the same statement-in other languages provided the text 
is exactly the same as that shown in the Spanish language. 
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Dominican Republic 


All imported food products must be registered with the Sanitary 
Service. This is done by securing a certificate from the local or state 
board of health having jurisdiction over the plant of origin, certifying 
that the goods are manufactured in accordance with law, are fit for 
human consumption, that adequate assays are conducted, and that the 
products have unrestricted sale. The document must be legalized by 
the Consul for the Dominican Republic before it can be used in that 
country. As previously pointed out, certificates of this nature are 
difficult, if not impossible, to secure as our health authorities are fre- 
quently unwilling to certify such statements. Unfortunately, this 
country so far has not provided for an alternat’ve method such as Bolivia 
has done. Back in 1938, a Sanitary Code was promulgated that 
required all canned goods be labeled with the date of canning and the 
maximum period during which the goods would be fit for consumption 
Upon representation of hardship made by the United States State 
Department these requirements were left in abeyance and have never 
been enforced. 


Ecuador 
Imported milk products must be registered with the Public Health 
Office. A document in affidavit form, duly legalized by the Ecuadorian 
Consul, setting forth the complete analysis must be filed. 


Guatemala 


This country has just started the enforcement of its Sanitary Code 
of 1936 which requires that all imported food products must be regis- 
tered with the Director General of Health. Registration may be 
effected in the same manner as registration in the Dominican Republic, 
previously discussed above. So far, flour and powdered milk are the 
only foods which have been required to be registered. The notice with 
respect to these two products indicates that other products will be 
added to the list in the near future. 


Mexico 


In Mexico it is required that all food products shall be registered 
with the Secretaria de Salubridad y Asistencia (as the Mexican Depart- 
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ment of Health is called). In order to effect this registration the basic 
documents needed are as follows: 


B) 7 ‘4 “oe ° 

(1) Power of attorney authorizing representation before the 

Department of Health in connection with the registration of the 
product. 


(2) Certificate of unrestricted sale by a disinterested trade associa 
tion Or similar body. The Grocery Manufacturers Association will 
supply such a certificate to its members. 


(3) Qualitative and quantitative analysis of the product. 


(4) Four copies of label as used in the country of origin. In 
addition the Board of Health may request photographs of the pre duct 
as sold in the country of origin. 


Based on this information the Board of Health will give the 
product a registration number. Before final approval is given for sale 
of the product in Mexico, labels in the form intended for use in Mexico 
must be submitted. These labels must show the registration number, 
and if an imported product, the place of production, such as “Producto 
Norte Americano,” and also the name and domicile of the Mexican 
representative or importer. Not only do these provisions require 
special labels for Mexico, they require special labels which may have 
to be discarded promptly in the event a change is made in the local dis 
tributor in Mexico. Most of the requirements seem to me to be 
unnecessary for the protection of the public health. Applications are 
normally processed through the Department of Health from within 
six months to a year and a half. These provisions impose a heavy 
burden of label and other expense in addition to the burdens of time 
and bother in order to comply with the requirements of the Mexican 
Board of Health. 


Puerto Rico 


It would be expected that Puerto Rico as an American possession 
would not present any problems of this nature. However, | under- 
stand that the local authorities there have taken the position that, 
despite the provisions of the Dry Milk Solids Act, nonfat dried milk 
solids should be labeled to show the product as dry skim milk. It is 
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my opinion that the provisions of the Dry Milk Solids Act extend to 
Puerto Rico and that it should be proper to label such a product in 
accordance with the terms of this Act. 


Venezuela 


In Venezuela it is required that all imported food products shall 
be registered with the Department of Health. In order to do this a 
duly authorized officer of the manufacturing company may submit an 
affidavit setting forth that the goods are manufactured in accordance 
with law, are fit for human consumption, that adequate assays are 
conducted, that the products have unrestricted sale in the country of 
origin, and setting forth a qualitative and quantitative analysis of the 
product. This afhdavit must be legalized by the Venezuelan Consul 
before it may be filed with the Department of Health in Venezuela. 
All the requirements in Venezuela seem to be satisfactory except the 
requirement of disclosure of the complete formula of the product. 
With this modification, it seems to me that the requirements in 
Venezuela might well be used as a model for adoption by other 


countries, [The End] 


FDA Report of August Activities 


Eleven firms and individuals were convicted of Federal Food, 
Drug, and Cosmetic Act violations in August. Fines were assessed in 
all cases, and in one the shipper was sentenced to six months in a 
Federal prison camp for shipping filth-laden dried mushrooms and 
mushroom salt. Eighty-one seizures were made: 65 foods, 13 drugs, 
and three devices. Over 855,000 pounds of decomposed or contami- 
nated foods and nearly 48,000 pounds of substandard or short-weight 
foods and animal feeds were removed from the market. Two food 
seizures were made because the products were dangerous to health. 
Eight of the drugs were seized for failure to meet their labeled com 
position and five for false curative claims. The three device shipments 
seized were all clinical thermometers that failed to register accurately 
(Federal Security Agency Release A93, September 23, 1950). 
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| REPORTS TO THE READER—Continued from page 630 


with aureomycin otic be an aqueous 
vehicle, and for a change in the expira- 
tion date for bacitracin ointment from 
12 to 18 months (15 F. R. 6571). 


Frozen Fruit Standards.— Definitions 
and standards of identity and standards 
of fill of container for frozen fruits have 
been proposed. Proposed classifications 
consist of frozen fruits in containers 
the quantity of the contents of which 
is 11 pounds or more, or 11 pounds or 
less. The frozen fruits under considera- 
tion consist of a fresh or frozen fruit 
ingredient which has been properly pre- 
pared, which may have been subjected 
to a preliminary heat treatment, which 
has been packed with or without an 
optional dry or liquid packing medium, 





and which has been frozen (15 F. R 


6674). 


Insulin.—Recent amendments of the 
regulations for certification of batches 
of drugs composed wholly or partly of 
insulin provide for the definition, certifi- 
cation, packaging, labeling, and stand- 
ards of identity, strength, quality, and 
purity of a new form of insulin, NPH 
insulin; for changes in the amounts of 
protamine zinc insulin and globin insulin 
(with zinc) trial mixtures which are to 
be submitted; for changes in the in- 
formation required of persons request- 
ing certification; for a permitted change 
in packaging; and for a revision of the 
method for sulfate in protamine (15 


F. R. 6694) 


In the Federal Trade Commission 


Nomination of Commissioner.— lhe 
nomination of Stephan J. Spingarn of 
New York as a Federal Trade Commis 
sioner for the unexpired term of seven 
September 26, 1946, has 
Mr. Spingarn 
Edwin L. 


years from 
been sent to the Senate. 
would replace the late Mr 
Davis. 

Trusses.—False and misleading ad- 
vertising of a device designated Dobbs 
Truss is the subject of a complaint in 
FTC Docket 5808. The claims in ques- 
tion are that use of the device is a 
remedy or cure for rupture, that it will 
control hernias, that it is an adequate 
and effective treatment for all kinds and 
types of ruptures, that it assists nature 
in healing ruptures, and that it will re- 
store muscles to their original state. 


Ozone Generator.— Misrepresentation 
of the effectiveness, usefulness, and safety 


Reports to the Reader 


of a device designated Atmoray Ozone 
Generator would be prohibited under 
the terms of the trial examiner’s initial 
decision in FTC Docket 5748. Repre- 
sentations that ozone is a natural sub- 
stitute for sunlight, that it purifies the 
air, and that it destroys airborne bacteria 
and eliminates monoxide and 
excessive carbon dioxide from the air 


carb yn 


would be ceased. Claims of safety would 
be banned “unless it be stated in equally 
forceful manner that concentrations of 
ozone in excess of one part per million 
parts of air for prolonged periods of 
time may result in respiratory irritation 
upon inhalation and that proximity to 
the device should be avoided.” 


Diathermy Device. — The dissemina- 
advertisement for a dia 
reveal 


tion of 
thermy 
the potential dangers of its unsupervised 


any 


device, which fails to 
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use by laymen, would be prohibited 
under the terms of the trial examiner’s 
initial decision in FTC Docket 5727. 
The examiner found that the device has 
been falsely represented as being a safe, 
competent, and effective self-administered 
treatment and cure for arthritis, rheu- 
matism, asthma, neuritis, lumbago, sci- 
atica, bursitis, and neuralgia. “ ... 
before diathermy can be safely used the 
cause of the pain should be determined 
by a physician and the treatment ap- 
plied under his instructions.” 


Beverage Flavoring Powders.—Rep- 
resentations that an artificial or synthe- 
tic lemon juice powder is anything other 
than an artificial or synthetic product 
are to be ceased by agreement (Stipula- 
tion 8031). 

False advertising that Drylem, a bey 
erage flavoring powder, is made solely 
from lemon juice or lemons or that the 
flavor is that of fresh lemons is charged 
in FTC Docket 5809. The ingredients 
listed in the complaint include dehydrated 
lemon juice, dehydrated whole ground 
lemon, oil from lemon rind, corn syrup 
solids, citric acid, and calcium phosphate. 


Cosmetics.—The complaint charging 
misrepresentation in the sale of hair 
dyes designated Helene Curtis Tru- 
Tone Color Control Oil Shampoo Tint and 
Helene Curtis Hair Rinse has been dis- 
missed without prejudice in FTC Docket 
4738, as manufacture and 
products have been discontinued. 


sale of the 


Certain representations concerning the 
therapeutic value of Palmer’s Skin Suc- 
cess Soap. and Palmer’s Skin Success 
Ointment will stop in accordance with 
Supplemental Stipulation 8041. Adver- 
tisements representing that the prepara- 
tions, either singly or in combination, 
will cure, heal, or promote the healing 
of externally caused blackheads, pimples, 
eczema, skin irritations or “upset skin,” 
or have any beneficial effect upon thes« 
conditions in such relief as 
they may afford from the symptoms of 
‘itching will no longer be disseminated. 


excess ol 
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Medicinal Preparations. — False and 
misleading advertisements in connec- 
tion with the sale of a medicinal prepa- 


ration designated O-M Tablets would 
be ceased according to a trial examiner's 
initial decision in FTC Docket 5591. 
Representations that the product will 
effectively relieve gas caused by consti- 
pation, improve or strengthen the diges- 
tive processes, increase the rapidity of 
digestion, or impart to the stomach a 


feeling of ease or comfort are prohibited. 


False advertising that a medicinal 
preparation, Celparux, will control dia- 
betes and relieve certain conditions and 
complications of the disease is charged 
in FTC Docket 5807. The complaint 
alleges that Celparux does not have any 
therapeutic or other value in the treat- 
ment of symptoms or 
complications 


diabetes or its 


Claims that New Pe-Ru-Na Tonic 


has any therapeutic value in the treat 
ment of a cold have been ordered to be 
ceased in FTC Docket 5302 
tions that the preparation will prevent, 


Representa- 


build resistance to or shorten duration 
of a cold are banned, as are advertise 
ments that the product will have any) 
therapeutic value in relieving the symp 
toms or discomforts of a cold in excess 
of its expectorant qualities, which tend, 
in a slight degree, to increase the flow 
of exudate from the mucous membranes 
thereby making it more liquid and more 
easily removed by coughing. 


that a 
competent o1 


Representations preparation 
designated Terits is a 
effective treatment or cure for rheuma- 
tism, arthritis, or neuritis are banned 
by an order to cease and desist in FTC 
Docket 5702. Claims that the product 
has any therapeutic value in the treat- 
ment of these conditions or in treating 
or relieving any of their symptoms in 
excess of affording temporary and par- 
tial relief of minor aches, pains, and 
fever associated with them, and that 
the preparation is a new medicine are 


also to be ceased. 
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Informative CCH Magazines 


Labor Law Journal 


* Specifically designed and edited to promote 
sound thinking on labor law problems, the 
Labor Law Journal presents timely articles 
concerned with the intimate and complex 
relationship of Law, Labor, Government, Man- 
agement, and Union. Month after month, the 
Journal brings you the serious thinking, the 
reasoned conclusions, the viewpoints, and atti- 
tudes of leaders of thought and action—on 
significant, pivotal labor law problems. 


Specialists in that field—from government, 
law, union, education, management — treat 
troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled— 
nothing is “slanted.” Issued monthly; sub- 
scription rate—$6 a year. Sample copy on 
request. 


% This magazine is published to promote sound 
thought in economic, legal and accounting 
principles related to all federal and state taxa- 
tion. . . . To this end it contains signed arti- 
cles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and 
administrative rulings relating to tax laws, and 


other tax information, book reviews, etc. é 
The editorial policy is to allow frank discus- 
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sion of tax issues. Subscription rate—$6 for al pre 
12 monthly issues. Write for sample copy 





Insurance Law Journal 


% Month after month, this helpful magazine 
presents timely articles on pertinent subjects 
of insurance law, digests of recent decisions, 
comments on pending legislation, rulings of 
state commissioners and attorneys general, 
and other features reflecting the changing 
scene of insurance law. The Journal is edited 
exclusively for insurance law men, by insur- 
ance law men. Emphasis is on the insurance 
law fields of Life, Health and Accident, Fire 
and Casualty, Automobile, and Negligence. 
Issued monthly ; subscription rate—$10 a year, 
including a handsome binder for permanent 
filing of each monthly issue for a year. Send 
for a sample copy. 
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